a 


we oe 


ood -Drug-Cosmetic Law 


-_ 
= 


~ 


SU rome arelere mr lilemmb iticaislelp me sierice ane anti lamb lal ry 
Research Council. 


Sanitation Provisions of the Federal Food, 
Drug, and Cosmetic Ac® & ... cs «+6. sane 


Amino Acid Preparations . 


The Council on Pharmacy and Chemistry of the 


American Medical Association . 


The Objectives of the Federal Food, Drug, and 


Cometic Act ....ce be 6 cdntalam © = 


The Supplementary Role of Pharmacy Laws to 
Severe Drug, and Cosmetic Legislation : 


lor other r e see the lable of Contents 





The Foop Druc Cosmetic LAw Quar- 
TERLY is an orginal publication in the field 
of this law, which has a great and lasting 
value to all interested in its subject. For 
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constructive discussion of this law, through 
authoritative papers on it, in order to ac- 
complish significant objectives. They are: 
(1) to create a better understanding of 
such law; (2) to further a due solution of 
its problems; (3) to achieve a high state 
of its operation, application and develop- 
ment; and (4) thus to secure a maximum 
attainment of its great remedial purposes, 
which are to safeguard the health of our 
people and to protect them from injurious 
trade deceit. In short, while this law re- 
ceives appropriate consideration by the 
officers who administer it and the courts 
which enforce it, there remains the need for 
its basic study as a fundamental law of the 
land and for the objectives stated. And the 
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need. 
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Dear Mr. Dunn: 


We in the Federul Security Agency were gratified when the Food and 
Drug Administration became 4 part of our organization. The consumer 
protection inherent in the Food, Drug and Cosmetic Act and other re- 
lated laws which came to us for enforcement is wholly compatible with 
the functions for which this Agency was created. Like other measures 
for which the Federel Security Agency is responsible, a major purpose 
of these laws is to promote the health and welfare of the American 
people. We huve welcomed our pert in the administration of the Food, 
Drug and Cosmetic law ocecause we recognize the very practical protec- 
tion it extends to every citizen of the country. 


During recent months I have followed with great interest the activities 
of the New York State Bar Association in this field. You have, I under- 
stand, taken three important steps--the formation of your new Section 

on Food, Drug ana Cosmetic Law; the presentation of helpful and con- 
structive papers by members of the Association at the Section's first 
annual meeting; and the inauguration of your new publicetion, the "Food, 
Drug and Cosmetic Law Quarterly". I am glad to know that the first issue 
of the Quarterly will carry the psupers presented before the Section's 
annual meeting. These discussions together constitute a permenent con- 
tribution to our understanding of problems in this field. 


With tle increasing imyortsunce of food, drug and cosmetic legislation, 
a publication of this kind will perform a venuine public service as e 
forum for constructive discussion of besic developments in legislation. 
We welcome your help in insuring &:equete protection of the citizen's 
health and pocketbook when he purchases these essential commodities. 


Sincerely yours, ° 
( f f 


Administrator 


Mr. Charles Wesley Dunn 

Chairman, Section on Food, Drug 
and Cosmetic Law 

New York State Bar Association 








6u8 Fifth Avenue 
New York 20, New York 
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he Food and Nutrition Boar 
of the 


National Research Council 


Frank G. Boudreau, M.D. 


Executive Director of the Milbank Memorial Fund and Chairman of 
the Food and Nutrition Board of the National Research Council 


been to do its part in maintaining the health of our people during 

a war which put to the test all of our national institutions. Our 
people have come out of this war healthier and stronger than ever 
before. Their health experience during the war has reversed all pre- 
vious experience, for, until World War II, wars have always influenced 
national health deleteriously. Here is the record in brief so far as data 
are now available. Infant mortality, a most sensitive index of nutrition, 
continued its downward trend during the war to reach new low levels. 
Our people have been spared the ravages of epidemics always so apt 
to occur during wars with their usual attendant undernutrition, and a 
new low record has been reached in deaths from tuberculosis. The 
figures for maternal mortality have been more favorable than ever 
before, and this is true for virtually all death rates which reflect in any 


[see CHIEF PURPOSE of the Food and Nutrition Board has 
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Dr. Boudreau 
presents a resume 
of a portion of 
the varied activi- 
ties of the Food 
and Nutrition 
Board of the Na- 
tional Research 
Council in doing 
its part to main- 
tain the health of 
our people during 
the war 





way the influence of diets and nutrition. The record is not complete, 
and I have no intention of ascribing all of its favorable character to im- 
proved diets and the maintenance of good nutrition. But we do know 
that the diets of the American people improved during the war. More- 
over, in the United Kingdom, where all other environmental conditions 
deteriorated and only diets improved, the reductions in rates of mortality 
at certain ages and the general health experience were even more favor- 
able, and were attributed in large part, by the Chief Medical Officer of 
the Ministry of Health, to the food and nutrition program. 


The National Research Council set up the Food and Nutrition 
Board in November, 1940, at the request of the National Defense Ad- 
visory Commission. The function of the Board was to mobilize the 
scientific knowledge of nutrition for the guidance of the several agencies 
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of government which faced problems involving food and nutrition. Ad- 
vice was requested of the Board during the war by a large number of 
government agencies, including the War Food Administration, Depart- 
ment of Agriculture, Office of Price Administration, War Production 
Board, Security Administration, Army and Navy, etc. Early in its 
history the Board decided that to function properly it must not be con- 
tent merely to answer questions put to it by the government. Accord- 
ingly, on many occasions it offered its advice on subjects which had not 
been raised by the government. Its views were not always taken into 
account, but in many important cases they proved decisive. 


The Food and Nutrition Board,’ like all committees of the Na- 
tional Research Council, consists of members, liaison members, ex 
officio members, and a strong full-time secretariat. The thirty-odd mem- 
bers include some of the most distinguished leaders in the science of 
nutrition as well as physicians, food economists, industrial technologists, 
and home economists. There are a varying number of liaison members 
from Army, Navy, and government bureaus as well as some from pri- 
vate agencies like the Red Cross. Ex officio members are the officers 
of the Divisions of Medical Sciences, Anthropology and Psychology, 
and Biology and Agriculture; the work of the Board comes under the 
last named Division of the National Research Council. 


Meetings of the Board were held usually at bimonthly intervals, 
the secretariat being responsible for keeping the work going and Board 
members informed in the intervals between meetings. But the Board 
dealt mainly with reports that had been drafted by its numerous com- 
mittees, which, because of their smaller size and specialized membership, 
were more suited to such work than the Board itself. There were such 
committees on cereals, fats, milk, protein foods, dietary allowances, nu- 
tritional deficiencies, food composition, food supply, medical nutrition, 
the nutrition of industrial workers, the nutritional aspects of aging, 
international food value problems, research personnel, dental caries, 
dietary and nutritional surveys, and the relation of nutrition to industrial 
poisons as well as its relation to physiological stress in industry. These 
committees did not consist merely of a list of names on paper. They 
met regularly, prepared detailed reports for the Food and Nutrition 





1The Board is now undergoing reorganization so that it may be better adapted to 
peacetime conditions and needs. The above description refers to its composition during 
the war. 
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Board, and carried on a considerable amount of work between meetings. 
More than a hundred distinguished workers in various fields of food 
and nutrition accepted membership on these committees, which contrib- 
uted greatly to the success of the Board's work. 


The record of the Board is embodied in a series of volumes of dis- 
cussions, minutes, and reports. The printed reports of the Board, which 
have been widely circulated in this country and abroad, give some idea 
of the scope of the Board's work during the war. To mention only a 
few: there have been reports published on the enrichment of flour and 
bread;* on the nutrition of industrial workers;* on dietary allow- 
ances;* on margarine;*® on the nation’s protein supply;*® on inade- 
quate diets and nutritional deficiencies in the U. S. A.;* and on the 
composition of foods,* the latter prepared and published in cooperation 
with the Bureau of Human Nutrition and Home Economics. 


It being impossible in an article of this length to do more than 
mention the Board's varied activities, | have selected three subjects for 
somewhat more detailed examination. Work in these subjects was not 
necessarily the most important work carried out by the Board; but it was 
necessary to make a choice, and it would have been impossible to include 
even brief descriptions of the work of all the committees. 


? National Research Council. The Facts About Enrichment of Flour and Bread. 
Prepared by the Committee on Cereals, Food and Nutrition Board, National Research 
Council, October, 1944. 

National Research Council. Enrichment of Flour and Bread—A History of the 
Movement. National Research Council Bulletin 110, November, 1944. 

’ National Research Council. First Report—The Food and Nutrition of Industrial 
Workers in War Time. National Research Council, Reprint and Circular Series Number 
110. April, 1942. 

National Research Council. Second Report—The Nutrition of Industrial Workers. 
National Research Council, Reprint and Circular Series Number 123. September, 1945. 

‘ National Research Council. Recommended Dietary Allowances. National Research 
Council Reprint and Circular Series No. 115, January, 1943. 

National Research Council. Recommended Dietary Allowances—Revised 1945. Na- 
tional Research Council Reprint and Circular Series No. 122, August, 1945. 

5’ National Research Council. A Report on Margarine. Nationa] Research Council 
Reprint and Circular Series No. 118, August, 1943. 

® National Research Council. The Nation’s Protein Supply. National Research 
Council Reprint and Circular Series No, 114, August, 1942. 

7 National Research Council. Inadequate Diets and Nutritional Deficiencies in the 
United States. Their Prevalence and Significance. National Research Council Bulletin 
No. 109, November, 1943. 

® Tables of Food Composition in Terms of Eleven Nutrients. Prepared by Bureau 
of Human Nutrition and Home Economics U. S. Department of Agriculture in coopera- 
tion with National Research Council. U. S. Department of Agriculture Miscellaneous 
Publication No. 572. 
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1. Enrichment of Bread and Flour 


Contrary to the general belief, the Food and Nutrition Board as 
such was not primarily responsible for the enrichment of flour and bread. 
As a matter of fact, the Board was not created until a week after the 
flour hearings held by the Food and Drug Administration. Neverthe- 
less, the individuals who took the lead in the campaign for enrichment 
became members of the Board, and the program has received scientific 
guidance from the Board from the beginning. At the first meeting of the 
Board in November, 1940, formal action was taken endorsing the pro- 
gram of improving flour, and since that time bread and flour enrichment 
has been one of the Board's principal preoccupations. It was considered 
to be one of the most important items in the nutrition program designed 
to maintain national health and nutrition in the emergency which pre- 
ceded our formal involvement in the war. Enrichment was one of the 
principal means of increasing the intake of the nutrients most deficient 
in the diet of the population as a whole. Wartime restrictions in our 
food supply might be compensated for by the increased use of bread, 
which with its usual content of milk solids and enrichment ingredients 
represented a kind of iron ration on which the American people could 
fall back in times of food shortage. As it happened, our food supply 
was never restricted to the extent that had been anticipated; in fact, 
supplies of almost all important foods available to civilians increased 
during the war. Nevertheless, an examination of the facts reveals that 
enrichment added materially to the amounts of important nutrients 
(thiamine, riboflavin, niacin, and iron) available in average diets, and 
doctors reported unmistakable and significant decreases in the incidence 
among their patients of the more severe forms of beriberi and pellagra. 


Enrichment of flour and bread was made possible by the close coop- 
eration of government agencies, the millers and bakers and nutrition 
scientists. It was on a voluntary basis until December, 1942, when the 
first formal order of the Food Distribution Administration made it man- 
datory for bread and rolls. Voluntary action had resulted in a high 
degree of success; at least 75 per cent of the bread sold in this country 
had been enriched. There are few, if any, examples in our history of 
such a degree of effectiveness through purely voluntary cooperation. 
It is an achievement for which all who participated have reason to be 


proud. 
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The Board's view has always been that undermilling of wheat is a 
proper method of attempting to reach enrichment levels although it is 
generally recognized that these levels cannot be attained by this means 
alone. 


Not content to confine its efforts to flour and bread, the Board has 
paid considerable attention to the nutritional improvement of macaroni, 
rice, breakfast cereals, and the enrichment of corn products. Its experi- 
mental and demonstration work on the enrichment of corn products has 
proceeded far enough to make it plain that this nutritional improve- 
ment, which would mean so much to our people in the South, is feasible 
and acceptable. The Food and Nutrition Board's Committee on Cereals, 
under the direction of Dr. R. R. Williams, has been indefatigable in 
its attempts to improve the nutritional quality of the principal foods 
consumed by the bulk of our people, with particular emphasis on the 
needs of the lower income groups. 


2. The Nutrition of Industrial Workers 


It is generally agreed that a chief function of voluntary agencies is 
to carry out experimental work in new fields as public opinion is loathe 
to permit the use of public funds for such purposes. The work of the 
Food and Nutrition Board in the field of industrial nutrition is a good 
example of how effective such work may be. 


In its early days the Board set up a Committee on Nutrition of In- 
dustrial Workers with a view to safeguarding the nutrition of that large 
army of civilians which produced the weapons of war for the armies 
of democracy. In this action the Board was influenced by the policy of 
the Government of the United Kingdom, which early in the war had 
realized that it was just as important to ensure that its industrial work- 
ers were properly fed as to provide suitable rations for the armed forces. 
Our own war leaders did not seem to appreciate the importance of main- 
taining the nutrition of industrial workers, for no steps were taken in 
that direction until the Committee on Nutrition of Industrial Workers 
had collected the facts and published them widely. In 1941 the Com- 
mittee appointed a physician with special knowledge of nutrition to 
visit the principal industrial plants throughout the country. His report 
revealed widespread unsatisfactory dietary conditions in industry. On 
the basis of that report the Committee adopted a number of recom- 
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mendations which have had far-reaching effects. Perhaps the most 
important result was the establishment by the government in August, 
1942, of a Section of Industrial Nutrition, which was directed by Dr. 
Robert S. Goodhart, Vice Chairman of the Committee and the indi- 
vidual who had carried out the survey of dietary conditions in industrial 
plants in the summer of 1941. 


The objectives of the government's industrial feeding program were 
“to provide the food needed by industrial workers to maintain the high- 
est efficiency in production; to improve and expand industrial food 
services, to provide for workers in all plants where in-plant feeding is 
practicable; and to provide assistance and advice to obtain the best 
possible use of available foods.”’ 


As the need to provide for the proper feeding of industrial workers 
had not been foreseen when various wartime agencies had been estab- 
lished, the Section on Industrial Nutrition found many obstacles in its 
path. To overcome these, an Interagency Committee on Food for 
Workers was set up in September, 1943. Members of this Committee 
represented the Office of Price Administration, the War Production 
Board, the War Manpower Commission, the Federal Housing Admin- 
istration, the Federal Works Agency, the Army, the Navy, the Maritime 
Commission and the United States Public Health Service. 


From that time on, progress in providing suitable food for industrial 
workers, and in promoting in-plant feeding was rapid. The Food and 
Nutrition Board, through its Committee on Nutrition of Industrial 
Workers, continued throughout the war to provide authoritative opinion 
and quasi-official advisory service to the agencies concerned with nutri- 
tion in industry. After the end of the war the government greatly 
reduced its work in this field, but the Committee on Nutrition of Indus- 
trial Workers has continued its general program, believing that the diet 
of such workers is just as important in peace as in wartime. 


The most notable result of the Committee's work has been greatly 
to extend the number of workers to whom suitable in-plant feeding 
facilities are available. When it is recalled that in 1941 large plants 
were being built without any provision for feeding the workers, the 
following figures reveal what must be regarded as highly satisfactory 
progress: data from 936 plants, each employing more than 1,000 work- 
ers, in 81 metropolitan districts indicate that 83.3 per cent had food 
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Table 1. Recommended Dietary Allowances, Revised 1945 ' 
(Amounts Per Day) 
[See page 155 of the Quarterly for explanatory text. ] 


Food and Nutrition Board, 


National Research Council 
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1 Tentative goal toward which to aim in ‘There is evidence that the male adult 


planning practical dietaries, can be met by 
a good diet with a variety of natural foods. 
Such a diet will also provide other minerals 


and vitamins, the requirements for which 
are less well known 

2 The allowance depends on the relative 
amounts of vitamin A and carotene The 


allowances of the table are based on the 
premise that approximately two-thirds of 
the vitamin A value of the average diet in 
this country is contributed by carotene and 
that carotene has half or less than half the 
value of vitamin A. 

For adults (except pregnant and lactat 
ing women) receiving diets supplying 2.00 
calories or less, such as reducing diets, the 
allowances of thiamine, riboflavin, and 
niacin may be 1 mg., 1.5 mg., and 10 mg 
respectively. The fact that figures are 
given for different calorie levels for thia- 
mine, riboflavin, and niacin does not imply 
that we can estimate the requirement of 
these factors within but they 
are added merely for simplicity of calcula 
tion. Other members of the B complex 
also are required, though no values can be 
given, Foods supplying adequate thiamine 
riboflavin, and niacin will tend to supply 
sufficient of the remaining B vitamins. 


500 calories, 


The Food and Nutrition Board 


The allowance will 
satisfactory in 


needs little or no iron 
be provided if the diet is 
other respects 

have no o-portunits 
sunshine and for 
ingestion of small 
may be desirable 
have little need for 


For persons who 
for exposure to clear 
elderly persons, the 
amounts of vitamin D 
Other adults probably 
vitamin D 

During the latter part of pregnancy the 
allowance should increase approximately 

per cent over the preceding The 
value of 25 calories represents the allow 
ance for pregnant, sedentary women 


level 


Allowances for children are based on 
the needs for the middle year in each 
group (as 2, 5, 8, ete.) and are for mode 
ate activity and for average weight at the 
middie year of the age group 

* Needs of infants increase from month 
to month with size and activity The 
amounts given are for approximately 6 to 8 
months The dietary requirements fo! 
some of the nutrients such as protein and 
calcium are less if derived largely from 
human milk. 

Further recommendations: 


Fat. There is available little information 
concerning the human requirement for fat 
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Fat allowances must be based at present 
more on food habits than on physiological 
requirements. While a requirement for 
certain unsaturated fatty acids (the linoleic 
and arachidonic acids of natural fats) has 
been amply demonstrated with experi- 
mental animals, the human need for these 
fatty acids is not known. In spite of the 
paucity of information on this subject there 
are several factors which make it desirable 
that fat be included in the diet to the ex- 
tent of at least 20 to 25 per cent of the total 
calories and that the fat intake include 
‘“‘essential’’ unsaturated fatty acids to the 
extent of at least 1 per cent of the total 
calories. At higher levels of caloric ex- 
penditure, e. g., for a very active person 
consuming 4500 calories and for children 
and adolescent persons, it is desirable that 
30 to 35 per cent of the total calories be 
derived from fat. Since foodstuffs such as 
meat, milk, cheese, and nuts may be ex- 
pected to contribute “‘invisible’’ fat to the 
extent of from one-half to two-thirds of 
the total amounts of fat implied by the 
above proportions of the total calories, it 
is satisfactory to use separated or ‘‘visible’’ 
fats such as butter, margarine, lard, and 
shortenings only to the extent of one-third 
to one-half of the amounts indicated. 

Copper. The requirement for copper for 
adults is about 1 to 2 mg. daily. Infants 
and children require approximately 0.05 
mg. for each kilogram of body weight. The 
requirement for copper is approximately 
one-tenth that for iron. A good diet nor- 
mally will supply sufficient copper. 


Iodine. The requirement for iodine is 
small, probably about 0.002 to 0.004 mg. 
daily for each kilogram of body weight, 
or a total of 0.15 to 0.30 mg. daily for 
the adult. This need is met by the regular 
use of iodized salt; its use is especially 
important in adolescence and pregnancy. 

Phosphorus. Available evidence indicates 
that the phosphorus allowances should be 
at least equal to those for calcium in the 
diets of children and of women during the 
latter part of pregnancy and during lacta- 
tion. In the case of other adults the phos- 





phorus allowances should be approximately 
1.5 times those for calcium. In general it 
is safe to assume that if the calcium and 
protein needs are met through common 
foods, the phosphorus requirement also 
will be covered, because the common foods 
richest in calcium and protein are also the 
best sources of phosphorus. 


Vitamin K. The requirement for vitamin 
K usually is satisfied by any good diet. 
Special consideration needs to be given to 
newborn infants Physicians commonly 
give vitamin K either to the mother before 
delivery or to the infant immediately after 
birth. 

Salt. The needs for salt and for water 
are closely interrelated. A liberal allow- 
ance of sodium chloride for the adult is 
5 grams daily, except for some persons who 
sweat profusely. The average normal in- 
take of salt is 10 to 15 grams daily. an 
amount which meets the salt requirements 
for a water intake up to 4 liters daily. 
When sweating is excessive. one additional 
gram of salt should be consumed for each 
liter of water in excess of 4 liters daily 
With heavy work or in hot climates 20 to 
30 grams daily may be consumed with 
meals and in drinking water. Even then 
most persons do not need more salt than 
usually occurs in prepared foods It has 
been shown that after acclimatization per- 
sons produce sweat that contains only 
about 0.5 gram to the liter in contrast with 
a content of 2 to 3 grams for sweat of the 
unacclimatized persons. Consequently after 
acclimatization, need for increase of salt 
beyond that of ordinary food disappears. 


Water. A suitable allowance of water 
for adults is 2.5 liters daily in most in- 
stances. An ordinary standard for diverse 
persons is one milliliter for each calorie of 
food. Most of this quantity is contained 
in prepared foods. At work or in hot 
weather. requirements may reach 5 to 13 
liters daily. Water should be allowed ad 
libitum, since sensations of thirst usually 
serve as adequate guides to intake except 
for infants and sick persons. 


service facilities, that 90.7 per cent of the workers in the 936 plants were 
employed in the plants with facilities, and that 54.6 per cent of the 
workers in the plants with facilities were actually being served mid-shift 


meals in May, 1945. 
other country. 


This is a record probably unsurpassed in any 


Another of the Committee's achievements was to promote research 
which added greatly to our knowledge of the diet and nutrition of indus- 
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trial workers. A study of the diets of 1,100 aircraft workers in Southern 
California yielded incontrovertible evidence that dietary deficiencies 
among such workers were widespread. Only two per cent of the work- 
ers had diets which met or approximated the dietary allowances of the 
Food and Nutrition Board; 11 per cent consumed marginal diets, while 
the diets of 87 per cent were decidedly unsatisfactory in one or more 
of the food groups. 


These aircraft workers were subjected to detailed medical and 
laboratory examinations to determine their nutritional status. The re- 
sults are too detailed to be described in this article, but the published 
reports are available to the interested reader. The next stage was to 
carry out a carefully controlled experiment on the effect of a vitamin- 
mineral supplement on these aircraft workers. A conservative estimate 
of the overall gain to production from the purely physiological effect of 
the supplement, is 10.5 working days per man per year. This corre- 
sponds to a gain in manpower of 4.1 per cent. 


It should be explained that the Committee has always emphasized 
the desirability of improving the worker's diet by means of natural foods, 
so that he may acquire good food habits as well as improve the state 
of his nutrition. In controlled experiments, however, it is somewhat 
easier to work with nutrients in their pure form. It was the Committee's 
purpose to initiate controlled studies of the worker's nutrition by the use 
of natural foods, but wartime obstacles proved too difficult to overcome. 


In April, 1945, the Food and Nutrition Board recommended to the 
government the continuation in peacetime of the industrial nutrition pro- 
gram. Pointing out that considerable progress had been made in pro- 
tecting and improving the dietary and nutritional status of industrial 
workers during the war, the Board emphasized the need for govern- 
mental guidance and assistance in nutrition programs for workers and 





* Wiehl, Dorothy G. Diets of a Group of Aircraft Workers in Southern California. 
Milbank Memorial Fund Quarterly, October, 1942. 

Borsook, Henry; Alpert, Elmer; and Keighley, Geoffrey: Nutritional Status of 
Aircraft Workers in Southern California II. Milbank Memorial Fund Quarterly, April, 
1943 

Borsook. Henry: Nutritional Status of Aircraft Workers in Southern California IIT 
Effects of Vitamin Supplementation on Absenteeism, Turnover, and Personnel Ratings. 
Milbank Memorial Fund Quarterly, April, 1945. 

Borsook, Henry; Dubnoff, Jacob W.; Keighley, Geoffrey; Wiehl, Dorothy G.; with 
the assistance of Elizabeth B. Goolden and Josephine G. Williams: Nutritional Status of 
Aircraft Workers in Southern California IV. Effects of Vitamin Supplementation on 
Clinical, Instrumental, and Laboratory Findings, and Symptoms. Milbank Memorial 
Fund Quarterly, April, 1946. 
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their families. These programs had paid dividends to the. country in 
terms of health, morale, stability, economy, and production, and these 
benefits were just as important in peace as in wartime. 


Whatever decision the government may reach concerning the part 
it will continue to play in this field, the Food and Nutrition Board is 
resolved to maintain at high level the work of its Committee on Nutrition 
of Industrial Workers. Lack of precise knowledge concerning the part 
played by food and nutrition in protecting the worker against industrial 
poisons and in maintaining his health, morale, and efficiency, was one of 
the Committee's chief handicaps during the war. At that time it was 
particularly difficult to carry out the kind of controlled research which 
might have furnished conclusive answers to this and other important 
questions. Wartime obstacles have disappeared and the Committee has 
adopted a far-reaching program of peacetime studies. It is anticipated 
that the Committee's work will open new opportunities for medical 
and other scientific workers materially to contribute to the health, effi- 
ciency, and happiness of the men and women who operate the industrial 
machine on which the prosperity of our country so largely depends. 


3. The Committee on Dietary Allowances 


Dietary allowances is one of the most important subjects with 
which the Food and Nutrition Board has had to deal throughout the 
whole of its existence. Such standards have been used for many years 
as a measure in planning diets and food supplies. Rapid advances in 
our knowledge of nutrition have made it necessary to revise the allow- 
ances from time to time to keep them abreast of scientific progress. In 
1940, when the Food and Nutrition Board was set up, the situation as 
regards dietary allowances was difficult and confused. In 1935, a group 
of physiologists, convened by the League of Nations from a number 
of countries, had formulated dietary standards which were widely ac- 
cepted by nutrition workers throughout the world. But since that time 
the science of nutrition had moved ahead and the work of revision had 
been interrupted by the difficult political conditions preceding World 
War II. Hence, in 1940 and 1941, when our country was attempting 
to strengthen its defenses, the need was felt for a revised table of dietary 
allowances for use in planning food supplies, rations and diets. Such 
standards or allowances were formulated by the Committee on Dietary 
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Allowances and adopted by the Board in May, 1941, after extensive 
reviews of the literature and wide consultation with workers here and 
abroad. The values represented the combined judgment of more than 
fifty persons whose knowledge and experience qualified them to express 
an opinion. 


These “recommended dietary allowances,” as they were called, 
were accepted by the National Nutritional Conference held in Wash- 
ington in May, 1941, and became the yardstick of our wartime effort 
in food and nutrition. They were used in Canada and the United 
Kingdom, and were also employed by a special committee of the Com- 
bined Food Board which reported on food consumption levels in Can- 
ada, the United Kingdom, and the United States of America. 


One of the by-products of the publication of such tables is that 
they stimulate a great amount of discussion on all values for which the 
evidence is not complete. This debate leads to the planning and exe- 
cution of new studies so that more precise evidence becomes available. 
This was exactly what happened when the Board's allowances became 
the subject of general discussion, criticism and use. Much new work 
was planned and carried out, so that in 1944 it became clear that the 
new evidence, especially as regards the B vitamins, justified a revision 
of the 1941 allowances. After a careful review of the new evidence 
wide consultation of qualified persons, and many meetings, the Board 
adopted and published revised allowances in 1945. These are found 
in Table 1 [page 151]. 


Space is too limited to permit me to describe all of the qualifications 
which should accompany the use of these tables. Our knowledge of 
nutrition is not advanced enough to permit us to include in these allow- 
ances all of the nutrients known to be essential. Nor is it possible to 
include in such allowances provision for the infinite variations in the 
requirements of human beings. One hears a good deal about minimum 
allowances, and for some time all allowances were expressed in these 
terms. The physiologists convened by the League of Nations were 
the first to break away from this narrow view; they boldly formulated 
what they called optimum standards: allowances which were meant to 
provide for the maintenance of good nutritional status. 


The League's example was followed by the Committee on Dietary 
Allowances and by the Food and Nutrition Board, so that the values 
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in the table exceed by a considerable margin those regarded and adopted 
as minimum values. This kind of confusion will continue to exist as 
long as the criteria used by different workers or groups are not the same. 
A useful future activity of the Food and Nutrition Board would be the 
definition and adoption of criteria respecting dietary allowances. The 
general objective should be diets capable of maintaining good nutritional 
status over the whole life span. 


Dietary allowances are used to measure the adequacy of diets and, 
inferentially, of nutritional status. It should be clear, in the case of 
the Board's allowances, that this may lead into error. Individual diets 
which do not measure up to these allowances are not necessarily defi- 
cient. Diets deficient by this measure do not necessarily lead to nutri- 
tional disease. The proper use of these allowances in the measurement 
of diets is illustrated by the publication “Inadequate Diets and Nutri- 
tional Deficiencies in the United States,” a report of the Committee on 
the Diagnosis and Pathology of Nutritional Deficiencies. 


Because of the advance of science in the fields relating to food and 
nutrition, governments are bound to take in the future a more active part 
than in the past in managing their food resources for the benefit of 
the greatest number. To manage food supplies wisely requires as exact 
information as can be made available on the nutrient content of different 
foods (food composition) from the time foodstuffs leave the farm until 
they reach the consumer; on human requirements for the different nu- 
trients; and on a large number of ancillary factors. The Board’s work 
on food composition and on dietary allowances supplied as much of that 
information as was available during the war, and thereby contributed to 
the success of our war effort in the field of food and nutrition. But sci- 
ence continues to move ahead so rapidly that tables of food composition 
and of dietary allowances must be constantly extended and reviewed. 
The Food and Nutrition Board is particularly well adapted to this work. 
The members represent virtually all of the fields into which the subjects 
of food and nutrition may be divided. Many of them are actively con- 
ducting the investigations which are responsible for the advance of our 
knowledge. There is no vested interest on the Board, in the policies of 
industry or government. The Board's sole purpose is to mobilize the 
scientific knowledge of food and nutrition for the guidance of public 
agencies which are confronted with problems in these fields. Hence, it 
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may be depended on to present and interpret scientific knowledge in an 
objective way. 


Now that the United Nations have collaborated in setting up an 
international Food and Agriculture Organization, every important na- 
tional agency in the field of food and nutrition should have a more 
important part to play than ever before. For the improvement of na- 
tional diets and the welfare of the food producer—the aims of the new 
Organization—will depend largely upon national action, and national 
action will be effective to the extent that it is guided by scientific knowl- 
edge. It is my hope, and the hope of all of its members, that the Food 
and Nutrition Board may make important contributions to the success 
of the United Nations in this fundamental work; for neither political 
alliances nor military commitments, nor atomic bombs, nor regional 
arrangements can guarantee security for long in a world that is afflicted 
with poverty, pestilence and famine. 


[The End] 


“The statutory purpose to fix a definition of 
identity of an article of food sold under its com- 
mon or usual name would be defeated if pro- 
ducers were free to add ingredients, however 
wholesome, which are not within the definition.” 
Mr. Chief Justice Stone of the United States 
Supreme Court in Federal Security Administra- 
tor v. The Quaker Oats Company (1943) 318 
U.S. 218. 


“If producers of food products may, by adding 
to the common name of any such product mere 
words of qualification or description, escape the 
regulation of the Administrator, then the fixing 
of a standard for commonly known foods be- 
comes utterly futile as an instrument for the pro- 
tection of the consuming public." Judge Simons 
of the United States Circuit Court of Appeals for 
the Second Circuit in Libby, McNeill & Libby v. 
United States (1945) 148 Fed. (2d) 71. 
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SANITATION PROVISION 
FEDERAL FOOD, DRUG, an 


George P. Larrick 


HOSE SECTIONS of the Federal Food, Drug, and Cosmetic 

Act which deal with the sanitary conditions under which foods, 

drugs, or cosmetics are prepared, packed, or held are much 
broader in their requirements than were the provisions dealing with 
sanitation in the Act of 1906. The original Federal law did not deal 
directly with sanitary practices but did provide in the case of foods only 
that an interstate shipment was contraband if it consisted in whole or in 
part of any filthy, putrid, or decomposed material. Proof of a violation 
of the law of 1906 consisted almost exclusively of evidence acquired 
as the result of a laboratory analysis of samples of food collected from 
the channels of interstate commerce. 


Experience gained in the enforcement of the earlier statute clearly 
showed that there were many instances where observation of the con- 
ditions of manufacture would lead inescapably to the conclusion that 
filth was most likely to find its way into the finished product but analysis 
of individual samples taken from interstate shipments could not dem- 
onstrate the presence of filth. 


This factual situation was discussed in the Senate Committee hear- 


ings dealing with S. 1944" and S. 2800,” both of which preceded S. 5, 


‘Hearings before a Subcommittee of the Committee on Commerce United States 


Senate, Seventy-third Congress, Second Session, on S. 1944, page 2 
? Hearings before the Committee on Commerce United States Senate Seventy-third 
Congress. Second Session, on S. 2800, page 533 
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the bill which was finally enacted. The 
Congress was asked during the course 
of these hearings to provide statutory 
authority to permit appropriate legal 
actions to be instituted in instances where foods, drugs, or cosmetics 
were prepared under thoroughly insanitary conditions even though the 
objective examination of samples did not provide definite proof that filth 
had contaminated the finished article. 


The present law provides, as did the Act of 1906, that foods, which 
consist in whole or in part of any filthy, putrid, or decomposed substance 
are adulterated.’ Similar provisions deal with drugs and cosmetics. The 
Act of 1938, however, still further broadened this definition insofar as 
foods are concerned by additionally describing as adulterated food 
which is ‘‘otherwise unfit for food."" The most significant additional stat- 
utory authority in this section, however, proscribes an article subject 
to the Act “if it has been prepared, packed, or held under insanitary 
conditions whereby it may have become contaminated with filth, or 
whereby it may have been rendered injurious to health.” 


The basic plan of enforcement utilized by the Food and Drug 
Administration is discussed in detail by Associate Commissioner Charles 
W. Crawford in his article ““The Administration of the Federal Food. 


Sections 40 ! 1 of the Federal Food, Drug, and Cosmetic Act 








Provisions 





Sanitation 
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Insect webbing in a grain storage bin of a flour mill 
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Drug, and Cosmetic Act’ in the Foop Druc Cosmetic LAw Quar- 
TERLY, Volume 1, p. 9 and will not be repeated here. It should be 
emphasized, however, that in programs to enforce the sanitary provi- 
sions of the law, as in other programs, the plan is devised, insofar as 
practicable, to give comparable attention to competing manufacturers in a 
particular segment of the industry at approximately the same time. 


The first step in an enforcement program of sanitation control is to 
select an industry or a number of industries for preliminary survey. 
Pilot inspections are made and information is thereby acquired which is 
designed to reveal to administrative officials whether or not a regulatory 
problem exists and to provide some indication of its extent. From 
the facts acquired in the pilot surveys, determinations are made 
concerning which industry or industries in the food, drug, and 
cosmetic fields are in the greatest need of attention. Inspectors who 
have the greatest familiarity with the raw materials and manufac- 
turing processes em- 
ployed in this industry 
are assigned to make the 
initial factory inspections 
of representative plants 
in all parts of the coun- 
try and as the problems 
become more apparent 
the inspection techniques 
and procedures are dis- 
seminated throughout the 
service generally and 
the rate at which factory 
inspections are made is 
accelerated. The selec- 
tion of the types of manu- 
facturing establishments 


Scavenger fly infested 
grapefruit in a 
grapefruit juice 

cannery 
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which are to be inspected is of particular importance because the staff of 
approximately 200 food and drug inspectors can cover only about ten 
per cent of the firms subject to the law in any one year. 


The instructions with which every food and drug inspector is pro- 
vided point out that in inspections for filth and sanitation each situation 
presents an individual problem and no set of rules can fully apply to 
any given situation. He is told to Use your ingenuity, keeping in mind 
that a ‘sanitary inspection’ should be based upon common sense rather 
than impractical fastidiousness. Filth includes anything that is ‘nasty’ 
or repulsive to the consumer, but the burden is on the inspector to show 
whether or not the product is likely to be defiled or made dangerous 
to health because of the conditions noted.” An inspection of any plant 
may require a considerable period of time. 


The inspector in all of his operations is required to evaluate the 
significance of sanitary practices which he may observe in terms of the 
probability or improbability that the conditions may cause the finished 
product to be contaminated. He is told to evaluate each insanitary 
condition and show the effect upon the product of each insanitary prac- 
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tice and the aggregate of all malpractices. He is cautioned not to 
evaluate any one objectionable practice too highly. 


The wide differences in building construction, types of raw mate- 
rials used, kinds of equipment and manufacturing techniques employed, 
as well as other variable factors make it impracticable to deal in detail 
with the procedures followed by the inspector in all plants. It is also 
true that a standard of sanitation which might be acceptable, for exam- 
ple, in a factory engaged in the production of a food product would not 
be at all acceptable in the filling room of a pharmaceutical firm engaged 
in manufacturing ampuls of a spinal anaesthetic. 


Some of the factors which are invariably given attention in sanitary 
inspections are: 


1. Human behavior. 


Live mouse in a candy tray 
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(a) The personal hygienic practices of the employees. 
(b) The supervision to which the employees are subjected. 


2. Rats, mice, and other vermin. 

3. Flies, roaches, water bugs, and other insects. 

4. Equipment and utensils, and the provisions for cleansing these 
articles. 

5. Condition of raw materials. 

(a) Sanitary conditions of water and ice supplies. 

6. Toilets, washing facilities, and their accessibility. 

7. The plant. 

(a) Surroundings, structure in relation to rodent and insect ex- 
clusion, cleanliness, and ‘‘cleanability.”’ 

8. Waste disposal, including methods of sewage disposal of the 
plant and of the other buildings in immediate surroundings, 
when this information be of significance. 

9. Conditions of storage and handling of products, particularly 
those subject to insect and rodent infestation after the finished 
product is produced. 


When the inspection is completed the inspector offers to review 
with a representative of the management the faults, if any, which he 
finds with the sanitary practices employed. Very frequently this re- 
sults in the immediate correction of objectionable practices which had 
been overlooked by the management. 

After the completion of the sanitary inspection the n@xt step is for 
the inspector to submit his report. His word picture of the conditions 
which he encounters may be supplemented by drawings, physical ex- 
hibits, samples of finished and unfinished materials. and photographs, to 
permit the reviewing officials to gain a comprehensive knowledge of 
just what the conditions were in the plant involved. The inspector's 
report is required to deal with the facts as he observed them. Generali- 
ties or opinions are not to be stated unless the facts reported convinc- 
ingly demonstrate their validity. 

A few examples will illustrate the findings in some establishments 
where evidence of unsatisfactory sanitary practices were found. 

A firm successfully engaged for many years in the manufacture 
of candy required the time of two inspectors for a period of three days 
to complete a sanitary inspection. The inspectors reported that super- 
ficially the plant appeared to be sanitary. The cleaning of the floors and 
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equipment was very satisfactory. The top floor of one building was not 
used in manufacturing operations but served as a storage place for 
unused equipment and for some of the raw materials. Those parts of 
this floor which were accessible were thoroughly clean but the storage 
space was very crowded. When the equipment and other stored mate- 
rials were moved away from the walls the inspectors found mouse 
excreta, rodent tracks, and tail marks in profusion. These evidences of 
rodent infestation were also found between and behind closely stacked 
trays of cream candies in starch molds. Three rodent holes, two of 
which were slick and greasy in appearance and thus showed evidence of 
extensive recent use, were found near these trays of candy. 


Rodent contamination of a crude drug 
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In another section of the plant, examination of the cocoa beans 
showed them to be clean and of good quality. Pellets of rat excreta 
were found on the outside of many of the bags. The supervisor insisted 
that the outsides of each bag were brushed before being dumped but 
the inspector observed that bags being handled at the time of his arrival 
were not brushed. One dozen mouse excreta pellets were found at the 
base of a chute through which chopped cocoa beans were conveyed to 
another floor for further processing. 


Throughout the plant various evidence of rodent infestation was 
found. The floor of one department was entirely clean but scattered 
pellets of rodent excreta were found on most of the trucks bearing trays 
of hardening candy in starch molds. The trays did not fit tightly 
together but left space for rodents to enter and contaminate the candy. 


In the syrup room in a small almost inaccessible space behind the 
cooking kettles a live mouse was found stuck to the floor in heavy syrup 
which had been spilled. The refrigerating room where perishable raw 
materials were held and where candy was placed to harden was upon 
careful examination found to be a harborage for rats that had estab- 
lished themselves in the cork walls. Bags of licorice bore extensive stains 
and a number of rat pellets. When the stains were exposed to the rays 
of an ultra violet lamp carried by the inspector they exhibited the phos- 
phorescent glow characteristic of rodent urine. The stains penetrated 
through the burlap bags to the licorice. 


The examination of samples acquired during the factory inspection 
and from interstate shipments confirmed the conclusions of the inspec- 
tors that the firm's confectionery was being manufactured under insani- 
tary conditions likely to result in contamination with filth. Employment 
of the microscopic techniques now available for the laboratory examina- 
tion of samples revealed the presence of rodent hairs and some small 
broken particles of rodent excreta. 


The management of this firm was genuinely surprised when the 
results of the factory inspection were made known to them. They had 
employed an exterminator to control rodents and had provided the super- 
intendent with personnel to keep the plant clean. Once the management 
was convinced that conditions were unsatisfactory, prompt steps were 
taken to correct the objectionable practices. (Continued on p. 171.) 
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Rodent infestation of green split peas in storage 
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Rat pellets and urine stains on bags of flour 
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(Continued from p. 167). 

Following the legal action instituted in this case, the inspectors 
reported extensive improvements in the buildings, more adequate exter- 
mination service, better protection for the products in all stages of manu- 
facture, and the assignment of definite responsibility for sanitation to a 
capable individual who had adequate authority. The inspectors asserted 
that sanitary conditions were not satisfactory. 

Inspection of a series of bakeries in one midwestern city led to the 
conclusion that while most of the plants were operating satisfactorily 
two of the group would require regulatory attention. One of these 
plants produced annually around two hundred thousands dollars’ worth 
of bakery specialty products such as doughnuts and sweet rolls. Ap- 
proximately one-half of their output was shipped in interstate commerce. 

The plant occupied a part of two floors of a warehouse building. 
The wooden floors were well swept except that in corners and hard to 
get at places there were large accumulations of dirt. Throughout, the 
plant presented a disorderly appearance. Stacks of empty cartons, 
empty egg cans, greasy bake tins, and other objects no longer in use 
were so stored as to make adequate and regular cleaning impossible. 
On the floor behind a stack of flour in sacks was found a number of 
small metal jar lids, some filled with poisoned barley and others empty 
except for a few dead weevils. About 200 mouse pellets were seen on 
the floor. Rodent excreta and urine stains were on various flour sacks 
and on the powdered corn starch. In the mixing room two empty flour 
barrels were being used as containers for empty flour sacks to be returned 
to the flour millers. The barrels were about half full of empty sacks 
and live flour weevils were found throughout the empty bags. In the 
bottom of one barrel was an inch of old flour. This was alive with 
insects. In front of the bins into which flour was dumped was a metal 
shelf upon which to rest the flour sack during the dumping process. 
On this shelf were counted 25 mouse pellets. Four ounces of flour 
scooped from the conveyor screw leading out of the dump bin yielded 
10 live weevils, 12 live larvae, 10 dead larvae, and cast insect skins. The 
flour bin itself was so constructed as to prevent complete self-emptying 
and the flour in the inaccessible corners gave every evidence of having 
remained there a long time. About six ounces of flour taken from two 
inside corners of the bin revealed 6 live weevils and 10 live larvae. 
The second bin was likewise a breeding place for flour insects. Be- 
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tween the flour dump bin and the dough mixing machine was an elevator 
which carried the flour to the floor above, the flour was next picked up 
by a horizontal conveyor and carried some ten feet, where it was dropped 
back through the ceiling into the weight bin below. 


The plate on the elevator was removed with considerable difficulty. 
This revealed an accumulation of spilled flour grossly contaminated with 
live larvae and weevils. The conveyor system could not be opened for 
inspection or cleaning but reaching in as far as possible into the hori- 
zontal section resulted in a pound sample of flour containing 10 dried 
mouse pellets, 25 live weevils, and 4 live larvae. Throughout this plant 
the equipment was similarly contaminated. The machinery was well 
designed insofar as doing the particular mechanical job was concerned. 
Labor-saving devices were employed extensively but if someone had 
deliberately set about to build equipment that would be difficult or 
impossible to clean thoroughly, he could hardly have done a better job. 


The canning or processing of many perishable products presents 
special problems of sanitation because the supplies of raw materials 
cannot always be so regulated as to insure that the capacity of the plant 
to handle the product properly will not be exceeded. 


A state and a federal inspector jointly inspected a large cannery 
engaged in packing canned grapefruit juice. At the time of their arrival 
12 bins, each holding more than 20 tons of grapefruit, were well filled. 
Most of the fruit had been held for several days. The physical equip- 
ment of this plant was so constructed as to permit 20 to 25 tons of fruit 
per hour to be conveyed from the bins through the washer to the reamers. 
The conveyor belts moved at a rate of about 120 feet per minute and 
thus made efficient sorting impossible. The inspectors examined the 
fruit in the bins and found varying percentages of rotten and sour 
grapefruit, the crushed fruit toward the bottom of the bins being in the 
worst condition. 


One sorter was attempting to remove the bad fruit from the line 
but the inspectors estimated that about nine out of ten of the decomposed 
grapefruit went to the reamers. Actual counts at different times during 
the inspection even after the belt had been slowed down and three sorters 
put on the belt demonstrated that from eight to ten per cent of the fruit 
from which the juice was extracted was unfit because it was sour or 
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Cockroach infestation in a utensil used in manufacturing a 
toasted corn meal product 
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rotten and contained numerous scavenger flies. Samples proved to be 
badly contaminated and legal actions ensued. 


The Chief Inspector or Station Chief in his review of the sanitary 
inspection report is in a position to compare the facts stated with the 
conditions found in the investigation of other firms in his territory en- 
gaged in the same business. At this level a definite recommendation 
is made as to the type, if any, of legal action that should ensue. This 
official likewise is authorized to direct the collection of samples shipped 
from the factory involved. More often than otherwise even though the 
factory inspection report itself demonstrates that the food is produced 
under insanitary conditions the most conclusive proof of contamination 
may be in the examination of official samples, and, if methods of analysis 
are available, samples may be collected to supplement the inspection 
evidence. It should be emphasized, however, that this practice is by no 
means invariably followed because if the inspection evidence is suffi- 
ciently convincing the case may proceed on the basis of that evidence 
alone. 


The Station responsible for the territory in which the factory oper- 
ates refers its recommendation to one of the three District offices main- 
tained by the Food and Drug Administration and here the facts are 
reviewed by an official who is conversant with the industry involved in 
a territory constituting approximately one-third of the United States. 
He may approve the Station's recommendation, he may direct the acqui- 
sition of further information, or he may conclude that the action 
recommended is not warranted. In those cases where legal action 
is recommended the facts are referred to the Administration's head- 
quarters in Washington, where they are reviewed from the standpoint 
of a nation-wide viewpoint with respect to the industry involved. If it 
appears that prosecution, injunction, seizure action, or a combination 
of one or more of these actions is warranted, the facts are referred to the 
General Counsel's office for legal review, and if the facts support the 
recommended action, the case is transmitted to the Department of Justice 
for filing in the Federal court by the appropriate United States attorney. 


Fortunately most inspections do not reveal conditions requiring 
correction through legal action. The sanitary conditions under which 
our foods, drugs, and cosmetics are produced are probably superior to 
those of any other country. Steps which are now being taken by indi- 


Sanitation Provisions Page 175 














Insect webbing and moth cast skins on a reel of a buckwheat mill 
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vidual firms and trade associations show that top management is con- 
cerning itself more and more with problems of sanitation. 


Suggestions have been made to the Food and Drug Administration 
that a significant further contribution to sanitation could be made if the 
industry and the Administration would prepare detailed practical guides 
for a wide variety of different kinds of food, drug, and cosmetic manu- 
facturing establishments. The initiative in the preparation of the guides 
is being taken by the industry and a number of them have begun such 
programs. The canning, baking, confectionery, preserving, and dairy 
industries are examples. A great deal of work has, of course, already 
been done in this field as the result of local laws and regulations which 
preceded the Food, Drug, and Cosmetic Act of 1938. 


All signs point to a continuation of the trend toward constant 
improvements in the sanitary qualities of foods, drugs, and cosmetics 
of American manufacture. 


[The End] 


“The structure within which the defendants 
have manufactured their products, is not and 
cannot be made rat proof. Efforts have been 
made by the Company to eliminate the rats that 
made the premises unsanitary. The structure 
is very old, and in order to make it conform to 
the suggestions of the agents of the government, 
or its Bureau seeking to enforce the provisions 
of the Pure Food Laws, it would be necessary 
to practically reconstruct the building. Such an ~ 
expense is not justified because of the volume 
of business done. . . It is therefore ordered, ad- 
judged and decreed that the Candy Company, 
its officers, representatives, agents, servants and 
employees, be, and they are permanently en- 
joined and restrained from shipping in Interstate 
Commerce in violation of Section 331(a) and 
Section 342(a)(3) and (4) Title 21, United 
States Code, adulterated candy, prepared or 
processed or manufactured within the premises 
on which the business of the defendant is now 
operated.”” Judge McDuffie of the United States 
District Court of Alabama in L/nited States v. 
McGraw Candy Co. et al. (1943) Foods Notice 
of Judgment 8151. 
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Amino Acid Preparations 


E. M. Nelson 


HE APPLICATION of the Food, Drug, and Cosmetic Act to 

the interstate distribution of preparations of amino acids and 

protein hydrolysates does not present any fundamentally new 
problems; but there are administrative problems that arise because of 
paucity of scientific facts, to a lack of acquaintance on the part of those 
who are marketing the products with the pertinent facts that have been 
established, and the provisions of the law that are applicable. It is neces- 
sary to have a proper understanding of the terms involved and some 
background of scientific facts relating to proteins to visualize these 
problems. 


Protein is an important constituent of all living things. Muscle 
tissue and some other body structures consist chiefly of protein. By 
suitable treatment in the chemical laboratory protein can be broken down 
into much simpler compounds, called amino acids. There are at least 
twenty amino acids whose chemical. nature has been definitely estab- 
lished. The human body seems to have the capacity to build some of 
the amino acids from other compounds, but ten of them must be supplied 
in the food to meet the body's requirement for protein. Proteins from 
different sources vary in their amino acid composition. The quantity of 
protein from egg that will meet the body's requirements for the indi- 
vidual amino acids is less than the quantity of protein from any other 
source. Some proteins, such as gelatin, are entirely devoid of some of 
the essential amino acids. 
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In the normal process of digestion proteins are broken down into 
amino acids in the alimentary tract, and these acids are subsequently 
recombined to form the proteins that the body needs. Obviously, if the 
normal process of digestion is disrupted in some manner so that the pro- 
tein is not broken down into amino acids, there may be a sound reason 
for meeting the body's protein requirement by the feeding of amino 
acids. Also, if the process of digestion and absorption has been inter- 
rupted in some manner, there may be a sound reason for introducing 
amino acids directly into the blood stream in the same manner as has 
long been practiced in the intravenous feeding of glucose. With few 
exceptions these conditions occur only in persons who are very ill. 


Amino acid preparations are not needed to make up protein defi- 
ciencies in dietaries of persons except those afflicted with the conditions 
enumerated above. It is only necessary to adjust the diet so that an 
intake of protein of sufficient quantity and of suitable quality is assured. 
There is at present no basis for the belief that considerable numbers 
of people in this country are suffering from protein deficiencies because 
they are unable to assimilate and utilize the amino acids that are present 
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in our ordinary foods. It is also difficult to find evidence that there are 
dietaries lacking in just one or a few of the essential amino acids. 


There is no evidence that amino acids added to foods will accom- 
plish anything that cannot be accomplished by proper use of proteins 
as they occur naturally in our foods. Any need for adding amino acids 
to foods may, therefore, be viewed in the light of protein intake. The 
most common recommendation for protein intake is one gram a day for 
each kilogram of body weight, or 70 grams for the average adult male. 
This figure is based on the results of actual observations on man that 
show a considerable range in variation but indicate an average require- 
ment of about 45 grams a day for the adult as a minimum in meeting 
body needs. These observations have been made on individuals receiv- 
ing a mixed diet so that the protein was derived from many sources. 
The recommended intake of 70 grams per day, therefore, provides a 
factor of safety of approximately 50 per cent for the person living on an 
ordinary mixed diet. Studies made by the Committee on Proteins of 
the National Research Council during the past two years have shown 
that the average protein intake in this country has been about 100 
grams a day, and that more than half of this protein was obtained from 
animal sources such as meat, fish, milk, and eggs. Obviously one must 
look for very restricted diets to find persons whose protein intake is 


inadequate. 


All of the protein requirements of the rat can be met by feeding 
ten amino acids which are called the essential or indispensable amino 
acids. Rather limited studies of short duration indicate that man's 
requirements for protein can be satisfied by the same ten amino acids. 
The actual amount of each of the individual amino acids required by 
man is now a subject of intensive investigation. It has been reported 
that if the rat is fed the minimum quantity of each of the amino acids 
necessary for good growth, the amino acids will constitute 5.8 per cent 
of the rat’s diet. However, if the diet contains 5.8 per cent of the 
essential amino acids with the quantities of each adjusted to meet mini- 
mum requirements, the animals will not grow normally and it is neces- 
sary either to increase the percentage of the essential amino acids or to 
add amino acids that are now regarded as non-essential, to obtain normal 
growth. Five and eight-tenths per cent of amino acids in the diet of a 
rat is approximately equal to 35 grams of amino acids daily for an 
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adult man using 3,000 calories. In an average American diet supplying 
3,000 calories about one-third would be supplied by fat weighing ap- 
proximately 100 grams. The remaining 2,000 calories would be supplied 
by carbohydrate and protein weighing approximately 500 grams. There- 
fore, the total dry weight of these food constituents consumed would be 
approximately 600 grams, and 5.8 per cent of 600 grams is 34.8 grams. 


On the basis of animal experimentation we may expect the care- 
fully adjusted quantities of amino acids necessary to meet the protein 
requirements of man to be at least one-half of the present recommended 
protein intake. Indications are that the requirements for individual 
amino acids range from one to five grams a day. Our knowledge of 
man's requirement for proteins must serve as a basis in judging the ade- 
quacy of intakes recommended for amino acid preparations and also 
the propriety of representations made for their efficacy. 


If the foregoing statements are correct, it is difficult to understand 
the basis for current activity in the manufacture and promotion of 
products designed to supply amino acids. The types of products that 
are being made fall into the following categories: 


1. Protein hydrolysates for intravenous use. For these products the starting 
material is usually a purified protein. Hydrolysis may be accomplished by enzymes 
or by acids, and the free amino acid content of the hydrolysate usually represents 
more than half of the total nitrogen. If acid hydrolysis be employed, tryptophane, 
one of the essential amino acids, may be added to compensate for losses during 
hydrolysis. 

2. Protein hydrolysates for oral use that are prepared in essentially the same 
manner as those used for intravenous feeding. 

3. Mixtures of amino acids usually in tablet form. 

4. Combinations of synthetic amino acids with vitamins in tablets and elixirs. 

5. Hydrolyzed yeast, soybean meal, and other meals high in protein content, for 
use in tablets or for food fortification. 


Amino acid preparations offered for parenteral use fall in the 
category of new drugs. With those preparations that consist in whole 
or in part of protein hydrolysates careful consideration must be given 
to the following: 

Uniformity of composition of the protein from which they are prepared 
Uniformity of composition of the finished product. 

Absence of toxic products. 

Absence of products which may sensitize. 

Sterility. 


Absence of pyrogens. 
Adequacy of supply of biologically active amino acids. 


NAUM & W NH 
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The introduction of any substance directly into the blood stream in- 
volves a certain element of danger. In the preparation of a protein 
hydrolysate every step must be controlled with the utmost of care to 
produce products of uniform composition and to provide assurance that 
the end product will produce no deleterious effects. New drug appli- 
cations are reviewed with these points in mind. A demonstration that 
certain batches of material are safe for use is of limited value unless 
there is rigid control of the process. 


Protein hydrolysates or mixtures of amino acids, or foods to which 
they have been added, will be regarded as foods for special dietary use 
and must, therefore, be labeled to conform to the regulations under 
Section 403(j). Attention is drawn to the requirements of paragraphs 
125.02, 125.06, and 125.08. 


Amino acids cannot be added to any food for which a definition 
and standard has been promulgated because no provisions have been 
made for their use in any of the standards that are now effective. Foods 
for which there are no definitions and standards, to which amino acids 
may be added, are subject to the general provisions of the act relating 
to foods. If consideration is given to the inclusion of an amino acid or 
a mixture of amino acids as an ingredient of a standardized food, either 
by amendment of an existing definition and standard or the promulga- 
tion of a new definition and standard, attention should be given to the 
views expressed in the ‘Statement of policy of the Federal Security 
Agency under the Federal Food, Drug, and Cosmetic Act with respect 
to the addition of nutritive ingredients to foods’’ (Federal Register of 
July 3, 1943). To provide satisfactory basis for the use of such ingre- 
dients it is necessary to establish that there is need for their use to correct 
a dietary deficiency. The food to which the ingredient is added must be 
one that reaches the group of people whose diet needs improvement. 
The practice should be one that will not lend itself readily to abuse 
through representations made to purchasers. 


In determining the quantities of amino acids that should be admin- 
istered, and in the declaration of the quantities of amino acids present 
in a product, consideration must be given to the quantities of amino acids 
present in a form in which they can be utilized. Amino acids made 
synthetically are available as racemic mixtures, that is, containing equal 
quantities of the two optically active forms. In the language of the 
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chemist, the structures of the two optical forms are considered to be 
optical images of each other. Several of the amino acids have been 
shown to be biologically active only in the optical form which occurs 
naturally. In the acid hydrolysis of proteins, some amino acids may 
be partially racemized. If an amino acid preparation used is a racemic 
mixture of two optical forms of which only one form can be utilized, the 
ingredient statement should indicate that a racemic mixture is used, but 
in referring to the quantity of an amino acid present, the labeling should 
reveal the material fact that only a part of the racemic mixture is bio- 
logically active. 


There is insufficient information to provide a basis for setting stand- 
ards for amino acid dosage, but amino acid preparations intended to 
supply needs as food must supply these acids in substantial quantities. 
This is true whether the product is administered parenterally or orally. 
The Food and Drug Administration has had several requests to com- 
ment on the propriety of labeling for “Amino Acid Tablets’ where 
the dosage recommended would supply less than ten milligrams of 
amino acids per day. It would be impossible to demonstrate any nutri- 
tive value of such an animo acid intake. It seems incredible that anyone 
having a knowledge of protein requirements would consider the distribu- 
tion of such a product. With preparations for intravenous use it is 
possible to make solutions so dilute that it would be impracticable to 
administer an effective dose of amino acids. 


There is no specific requirement of the law that the quantities of 
amino acids in a food supplement such as a tablet or an elixir must be 
declared. However, a food for special dietary use offered for dietary 
management of disease must declare the percentage by weight of protein. 
Manufacturers have frequently proposed statements to show the quan- 
tity of a mixture of amino acids in a tablet or specified quantity of a 
liquid. A large proportion of the amino acids may be of the group that 
is regarded as dispensable or nonessential. Accordingly a statement 
of the quantity of the amino acids present is directly comparable to a 
statement that the tablet contains so many milligrams of minerals when 
the figure used includes minerals that are not needed by the body. Other 
proposals have been made to list the kind and amounts of individual 
amino acids in a mixture. Both of these types of label declarations are 
likely to mislead since the lack of knowledge on the part of the purchaser 
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concerning availability of the listed amino acids from common foods 
and his lack of information with respect to amino acid requirements do 
not permit him properly to evaluate a product with respect to these 
substances. 


The distribution of preparations containing a mixture of a few of 
the amino acids with a mixture of some of the vitamins does not appear 
to be based upon any established need. Accordingly it is difficult to 
label such products so that they do not create a misleading impression. 
Products of this type that have come to our attention have been charac- 
terized by labeling which suggested that they would meet some specific 
need. It is difficult to devise labeling for these products that meets the 
requirements of the law. 


A number of plant products rich in protein, such as yeast and soy- 
bean meal, have been subjected to enzymatic digestion so as to hydrolyze 
most of the protein. For the ordinary individual these digested products 
have no greater food value and some may have less value than the un- 
treated food. Some products cannot properly be referred to as amino 
acids or protein hydrolysates. When offered as food adjuncts or as 
ingredients of other foods, a descriptive term must be used to avoid mis- 
leading implications with respect to the composition and character of 
the product. 


It has long been a common practice among those dealing with the 
nutritive value of proteins to speak of ‘complete proteins’ and “incom- 
plete proteins.” There can be no quarrel with calling a protein that is 
devoid of one or more of the essential amino acids an “incomplete 
protein,’ but it is difficult to give an exact definition of the term ‘‘com- 
plete protein.’ It has been used to indicate that a protein supplies all 
of the essential amino acids in quantities sufficient to meet all of the 
body requirements when the protein is fed at a certain level of intake. 
Not only the amino acid composition of the protein must be considered, 
but also the quantity fed. Since the term can be used properly only 
under specified conditions, it should be used only in statements in which 
it is explained and correctly applied. 


Notable advances have been made in recent years in expanding 
our knowledge of the composition of proteins, the synthesis of amino 
acids, human requirements for amino acids, and the development of 
amino acid preparations for clinical use. There have been brilliant 
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achievements, some of which have required much expenditure of human 
energy and have cost large sums of money. New and even more 
important discoveries must be expected. A scientist who, through careful 
study and experimentation, learns how to alleviate human suffering or 
prolong human life derives untold satisfaction from this accomplish- 
ment; but if he is true to science, he is equally dismayed by attempts to 
misrepresent his contribution for personal gain. While relatively few 
instances of gross misrepresentation in the labeling of amino acid prepa- 
rations have come to our attention, a flagrant violation was referred to 
us by a leading biochemist, who offered to be of service if the law could 
be invoked to stop the practice. This is not cited as an unusual experi- 
ence. With the guidance and the assistance of such men we shall 
be able to adjust administrative policies in accordance with new develop- 
ments so that useful progress will not be stifled and proscribed practices 


will be effectively curbed. 
[ The End] 


Trade Correspondence 2-A, issued by the 
Food and Drug Administration November 5, 
1945, embodies many of the views expressed by 
Mr. Nelson concerning amino acid preparations. 
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The Council on 
Pharmacy and Chemistry... 


A Historical Review of Its Relation 
to Medical Therapy and Research 


Austin Smith, M.D., Secretary of the Council 


HE ACTIVITIES of the Council on Pharmacy and Chemistry 

include the preparation of special treatises, articles, status reports 

and books designed for the practitioner and medical student, the 
giving of grants-in-aid for therapeutic research, the securing of thera- 
peutic trials of promising new preparations, the encouragement of basic 
research on fundamental therapeutic problems, and the answering of 
inquiries from the medical and allied professions. 


What is the Council on Pharmacy and Chemistry? How does it 
function? How can such a body with no provisions for legal enforce- 
ment continue to exist and increase in stature on a purely voluntary 
basis? These and other questions have been frequently raised and 
even now are proposed by individuals who are first becoming acquainted 
with Council activities. The purpose of this article is to provide answers 
to these questions. 


The Board of Trustees at a meeting in Chicago on February 4 
and 5, 1905, approved a plan authorizing the establishment of the 
Council on Pharmacy and Chemistry. The plan developed from Dr. 
George H. Simmons’ desire to rid The Journal of the American Medi- 
cal Associaticn of undesirable and worthless proprietary drugs which 
were being exploited to a credulous profession and a gullible public as 
“patent” medicines. 
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Medical Association 





Organization 


The first meeting of the Council was held at the Hotel Henry in 
Pittsburgh, Pennsylvania, on February 11, 1905. In attendance were 
Robert A. Hatcher, New York, Cornell University Medical School; 
M. I. Wilbert, Philadelphia, German Hospital; Lyman F. Kebler, 
Washington, Chief of Drug Laboratory; Torald Sollmann, Cleveland, 
Western Reserve University; Arthur R. Cushny, Ann Arbor, Univer- 
sity of Michigan Medical School; J. O. Schlotterbeck, Ann Arbor, Uni- 
versity of Michigan School of Pharmacy; C. Lewis Diehl, Louisville 
College of Pharmacy; William A. Puckner, Chicago, University of 
Illinois School of Pharmacy; C. S. N. Hallberg, Chicago, University of 
Illinois School of Pharmacy; George H. Simmons, Chicago, Editor of 
The Journal of the American Medical Association. Dr. Simmons was 
elected chairman; Professor C. S. N. Hallberg was elected Secretary. 


There were adopted at this meeting certain rules of procedure, rules 
governing the acceptance of articles, and an outline of the scope of 
New and Nonofficial Remedies. Included in the rules of procedure 
was the technic by which the Council members would consider products 
submitted to its central office. A weekly bulletin was decided on. The 
first bulletin issued to the Council members was dated February 16, 
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1905, and was prepared by Dr. Simmons. It reviewed the minutes of 
the Pittsburgh conference; presented a statement for publication in 
which would be explained the purpose of the Council and its plan of 
operation; and carried the submission of three drugs. The statement 
for publication which appeared in The Journal, February 28, 1905 was 
sent to manufacturers. It was signed by the members of the Council. 
In addition to the names mentioned in the preceding paragraph, there 
were elected as Council members the following: J. H. Long, Chicago; 
F. G. Novy, Ann Arbor; Samuel P. Sadtler, Philadelphia; Julius 
Stieglitz, Chicago; and H. W. Wiley, Washington. 


The replies received from the manufacturing pharmacists and 
chemists of the United States were practically all favorable towards 
the organization of the Council and its purpose. In view of the prac- 
tices which existed in those days, the replies were revealing. Some of 
the typical comments were: 


“The rules adopted governing the administration of articles are entirely reasonable 
and if carried out to the letter wil! elevate, energize and encourage manufacturing 
pharmacists to cater exclusively to the profession.” 


“Everything contained in the announcement and circular is unqualifiedly and 
absolutely indorsed. Every rule is conducive to good and not one of the rules will, 
even in its strictest interpretation, harm any honest manufacturer.” 


“We congratulate your Council on the initiation of this important work and 
hope that it will promote the interests of ethical medicine and pharmacy.” 


“You have undertaken quite a contract but if it is carried out on the lines sug- 
gested, your book will be of invaluable service to the profession. There are, however, 
a great many products that are offered to the physician which in our judgment are not, 
strictly speaking, ethical and we would dislike to have our products appear in a book 
with some of these so-called ‘remedies’.”’ 


Other comments include: 


“We do not hesitate to state that we approve very heartily of the movement. The 
ends you are striving for are very desirable indeed and it is our desire to cooperate 
with you.” 

“We wish to congratulate you on this undertaking by the American Medical 
Association. Something of this kind has long been needed, particularly as there are a 
great many articles forced on the profession with absolutely no excuse except that of 
making money... . I feel that it is the most important step taken in recent years in 
this country, as it holds out at least a ray of hope to the manufacturers who are trying 
to conduct an honest and ethical business.” 


“We are heartily in accord with any and every movement which aims at the 
separation of the wheat from the chaff, and indeed believe that with the issue of the 
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book as proposed a pioneer and systematic step has been taken in the right direction. 
Desultory writings tending toward reformatory movements serve well as an initiatory 
purpose but fall short of ultimately obtaining its object. To accomplish this a sys- 
tematic hammering is required and fathered and fostered as this movement is by the 
A.M.A., will make success a surety and in the end rid the Medical as well as the 
Profession of Pharmacy and in turn Therapy of the non-descripts.” 


“We will do anything which you may wish in connection with this movement. 
The members of this concern are entirely in sympathy with you and will give you any 
information we have at hand. We are very glad to notice Rule number 1 and think it 
is very much to the benefit of the profession that this rule is carried out to the fullest 
extent. 


Plan of Action 


The plan for the work of the Council was to be briefly as follows: 
All information regarding a product would be obtained from the manu- 
facturer and from other sources. This information, together with 
samples of the article, was to be submitted to a sub-committee of ex- 
perts who would examine critically the product, consider the claims 
made for it, and make its report. On the basis of this report the Coun- 
cil would accept, reject or hold for further consideration. If accepted, 
the information would be condensed and arranged somewhat on the 
plan of the United States Pharmacopoeia but with the addition of brief 
pharmacologic and therapeutic data to be published in a book “New and 
Nonofficial Remedies” (N. N. R.). As fast as new articles were ac- 
cepted, all information reqarding them was to be published in The 
Journal of the American Medical Association and later be incorporated 
in the next edition of New and Nonofficial Remedies. 


There was at that time no book such as New and Nonofficial 
Remedies. The Council believed that the value of such a book would 
be proportionate to its completeness and “therefore proposed to be as 
liberal in approving articles for the book as is consistent with justice 
and honesty to the public, to the manufacturing pharmacist and chemist, 
and to the physician.” 


The Council also proposed to examine preparations, the usefulness 
of which was open to doubt. It stated that it did not ‘presume to dic- 
tate what preparations should be prescribed; nor is it the present in- 
tention to conduct an active campaign against fraudulent products; but 
merely to supply information concerning those which it considers objec- 
tionable.” 
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The difficulties attending such an enterprise were recognized by 
the Council and it declared: 


“The Council appreciates the difficulties before it; it does not dare hope for perfect 
results; it can only promise to strive earnestly, honestly and impartially to avoid 
serious errors of commission and omission. The importance and difficulties of the work 
undertaken are appreciated and the Council hopes to take no step forward without 
being sure that it is right and just to all concerned. It asks for the hearty cooperation 
of all who are interested in the work, which it believes to be the entire medical pro- 
fession and all honorable manufacturing pharmacists and chemists. Criticisms and 
suggestions will be welcome.” 


Ten rules were adopted to cover the acceptance of articles, an 
“article” being defined to mean any drug, chemical or similar prepara- 
tion used in the treatment of disease. 


Rule 1.—No article shall be admitted unless its active medicinal ingredients and 
the amounts of such ingredients in a given quantity of the article be furnished for 
publication. The general composition of the vehicle, its alcoholic percentage, if any, 
and the identity of other preservatives, if present, must be furnished. 

Rule 2.—No chemical compound will be admitted unless sufficient information be 
furnished regarding tests for identity, purity and strength, the rational formula or the 
structural formula, if known. 


Rule 3.—No article that is advertised to the public will be admitted; but this rule 
will not apply to disinfectants, and food preparations, except when advertised in an 
objectionable manner. 

Rule 4.—No article will be admitted whose label, package or circular accom- 
panying the package contains the names of diseases, in the treatment of which the 
article is indicated. The therapeutic indications, properties and doses may be stated. 
(This rule does not apply to literature distributed solely to physicians, to advertising 
in medical journals, or to vaccines and antitoxins.) 

Rule 5.—No article will be admitted or retained concerning which the manufac- 
turer, or his agents, make false or misleading statements as to geographical source, raw 
material from which made, or method of collection or preparation. 

Rule 6.—No article will be admitted or retained of which the manufacturer or his 
agents make unwarranted, exaggerated or misleading statements as to therapeutic 
value. 

Rule 7.—Labels on articles containing “poisonous” or “‘potent’’ substances must 
show the amounts of each of such ingredients in a given quantity of the product. A 
list of such substances will be prepared. 

Rule 8.—If the trade name of an article is not sufficiently descriptive of its chem- 
ical composition or pharmaceutical character, or is, for any other reason, objectionable, 
the Council reserves the right to include with the trade name a descriptive title in the 
book. Articles bearing objectionably suggestive names will be refused consideration. 

Rule 9.—If the name of an article is registered, or the label copyrighted, the date 
of registration and a copy of the protected label should be furnished the Council. In 
case of registration in foreign countries, the name under which the article is registered 
should be supplied. 
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Rule 10.—If the article is patented—either process or product—the number and 
date of such patent or patents should be furnished. 

These rules were reproduced in The Journal of the American Med- 
ical Association, made available in pamphlets for free distribution, and 
were incorporated in the first issue of New and Nonofficial Remedies 
which appeared in 1907. 


Early Reactions to the Council 


As has already been pointed out, many manufacturing chemists 
and pharmacists approved wholeheartedly the principles related to the 
establishment of the Council. It was desired to clean the pages of The 
Journal of objectionable advertisements as quickly as possible and many 
of the preparations had already been dropped by the latter part of 
March, 1905. Members of the Council were asked to look through the 
advertising pages of The Journal and report any advertisement which 
might appear to cunflict with the rules. Subsequently manufacturers 
with objectionable products listed in the advertising pages were given 
until July 1, 1906, to comply with the rules. 


Of course not everyone was happy with this new regime. One 
manufacturer of a preparation which appeared in the advertising pages 
of The Journal wrote in part: 


“We don't recognize the right of any man or set of men to interfere with our prop- 
erty. We do not propose to submit any of our preparations to the so-called Council on 
Pharmacy and Chemistry. Furthermore, if we learn that the said Council on Pharmacy 
and Chemistry attempts to incorporate any of our preparations in the book referred to, 
we will ask for an injunction restraining any interference with our property.’ 
Needless to say, the Council and The Journal no longer needed to worry 
about accepting the product in question. 


At its July, 1905, meeting the American Medical Association House 
of Delegates indorsed the action of the Board of Trustees in the crea- 
tion of the Council on Pharmacy and Chemistry and requested the 
Trustees to ‘devise a plan through which the Council may be made 
permanent.” And thus was the Council urged to continue its efforts and 
discussed the necessary arrangements at its second meeting, which was 
held in Cleveland, September 11, 1905. 


At the same meeting the House of Delegates urged the Trustees to 
“request the Secretary of Agriculture of the U. S. Government to give 
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the Council on Pharmacy and Chemistry recognition by authorizing the 
Bureau of Chemistry to cooperate with the Council in its work." Sub- 
sequently the Secretary of the American Medical Association received 
a letter (dated September 29, 1905) from James Wilson, Secretary, 
Department of Agriculture, in which Mr. Wilson stated in part: 


“It seems to me that the collaboration with the great body of American physicians 
who form the American Medical Association affords a splendid opportunity to carry 
out the work which Congress intended to be done. 


“It gives me pleasure, therefore, to inform you that I have authorized the Chief 
(then H. W. Wiley) of the Bureau of Chemistry to cooperate with the Council on 
Pharmacy and Chemistry of the American Medical Association.” 

Within a year, however, the Council had its own laboratory in the 
Association headquarters. 


The Council received much encouragement and support from med- 
ical and pharmaceutical journals. In fact, the Secretary of the Medical 
Society of the State of California asked the Council to indicate what 
advertisements in its journal were unacceptable. Many journals were 
later to follow this practice. 


Other early reactions to the Council, such as the London Lancet 
suggesting an international arrangement, could be discussed but space 
becomes shorter. So, it seems advisable to pass on to more modern 
developments. 


Later Activities 


As the Council passed through the years it took on new respon- 
sibilities and added duties as they seemed indicated. When the Chem- 
ical Laboratory was established, submitted products were examined, 
as were products sometimes not submitted but obviously in need of 
impartial examination. Many of these reports appeared in the old pub- 
lication “ The Propaganda For Reform in Proprietary Medicines.” New 
and Nonofficial Remedies increased in size and in time the Council 
brought out other publications such as Useful Drugs, The Epitome o} 
the United States Pharmacopoeia and National Formulary, Glandular 
Physiology and Therapy, Interns’ Manual (with the Council on Med- 
ical Education and Hospitals) and The Vitamins (with the Council on 
Foods and Nutrition). 


In its early days the Council considered foods but eventually it 
served as a pattern for the creation of the American Medical Associa- 
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tion Council on Foods and Nutrition. It also served as a pattern for 
the American Medical Association Council on Physical Medicine and 
the Council on Dental Therapeutics of the American Dental Associa- 
tion. The first director of the American Dental Association Bureau of 
Chemistry spent several months in the American Medical Association 
Chemical Laboratory for training before he assumed his post with the 
American Dental Association. And, in the Council files, is correspond- 
ence from representatives in approximately two dozen countries who 
wished to see established in their homelands similar organizations. 


The membership of the Council on Pharmacy and Chemistry 
changed from time to time and two new rules were added. Commit- 
tees such as the Committee on Medical Teaching were created, as was 
the Committee on Therapeutic Research, that makes available each year 
thousands of dollars for research purposes. 


It is difficult to cram into a few sentences even the most significant 
highlights of almost four decades of happenings, but it is necessary to 
skim quickly over the working of the Council from 1905-1907 to the 
present time. Today the Council's activities are more far-reaching than 
any of the original members probably ever expected or even hoped. 
Today the Council has a new and intimate relation with medical therapy 
and research. It is of this present status that I would now like to write. 


Today's Council 


The Council still consists of eighteen members, one being the Exec- 
utive Secretary whose office is in the headquarters building of the 
American Medical Association, Chicago. He is the only member of 
the Council who receives compensation for his Council activities and 
he is a full-time employee of the American Medical Association. The 
Council still examines products without charge; it accepts no money 
from any source except that which is provided each year by the Amer- 
ican Medical Association Board of Trustees. The Council still exam- 
ines and “accepts” products and issues reports. It still operates under 
a set of rules and holds meetings at regular intervals. 


But today the Council has increased the scope of its considera- 
tions, its reports, its publications, its exhibits. Now it is concerned 
with the study of any drug or chemical which is used for the prevention, 
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diagnosis or treatment of disease or which may alter the physiology of 
the body. Now it further encourages research by taking into the clinics 
or testing grounds new but clinically untried drugs which show thera- 
peutic promise. And now it operates under a set of rules which number 
only seven and which are somewhat different from those in effect up to 


the middle of May, 1946. 


The two most important steps recently taken by the Council are 
the creation of the Therapeutic Trials Committee and the revision of its 
operating principles or rules. And it is with a brief account of these 
topics that I will close this paper. 


The Therapeutic Trials Committee, a standing committee of the 
Council on Pharmacy and Chemistry, was established to encourage 
and aid sound research on medicinal agents and to promote therapeutics 
through an adequate understanding of the usefulness and limitations 
of drug products. It will organize impartial clinical trials of biological 
and pharmaceutical agents which offer promise in the prevention, treat- 
ment or diagnosis of disease. It provides this service without regard 
to size of manufacturer or sponsor and without charge for its part in 
organization of the trials. The cost of the trials will be determined by 
the sponsor and the investigating center. Full details can be obtained 
from the Council office. 


And finally, the present rules of the Council are: 


Rule 1. Composition—The quantitative composition of preparations and articles 
submitted to the Council or considered by the Council for inclusion in New and Non- 
official Remedies must be made known and may be published. 

Rule 2. Identification Suitable procedures and criteria for determining the com- 
position or standardization of the submitted preparation or article must be furnished. 

Rule 3. Advertising to the Public—Preparations and articles promoted to the 
public for use in the treatment of disease will not be accepted except as specified in 
the following explanatory comments. 

Rule 4. Therapeutic Claims—When an article is accepted, therapeutic repre- 
sentations by the manufacturers or their agents must be confined to those given in 
N.N.R. or accepted by the Council between revisions of N.N.R. 

Rule 5. Protected Names.—Proprietary names for medicinal articles will be 
accepted if the Council deems the use of such exclusive names not to be harmful to 
health and if the proprietary names are not given greater prominence in labeling and 
other promotional activities than the official names or the nonproprietary names adopted 
by the Council. 

Rule 6. Patents and Trademarks.—If a preparation or product is patented as to 
process or product or both, the number of such patent or patents must be furnished to 
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the Council. If the name of an article is registered or the label copyrighted, the regis- 
tration (trademark) name and number and copies of the protected label must be 
furnished to the Council. 


Rule 7. Unscientific and Useless Articles—A preparation or an article will not 
be accepted if in the opinion of the Council it will not be in the best interests of the 
medical profession and the public. 


The Council has had a long, and in a way, spectacular career. It 
has been praised, and occasionally condemned, but has continued to in- 
crease in importance and scope of activity. Why? Possibly because it 
was always ready to receive suggestions; possibly because it was en- 
gaged in a good cause, the progress of therapeutics; possibly because 
of the caliber of men who so freely offered their time and the benefit 
of their experience. I think, however, that two of the most significant 
lessons to be gained from the Council's success are the value of 
cooperation between scientists and others interested in this phase of 
health activities, and the results that may be obtained by a group of 
serious and informed individuals who can work freely and without pres- 
sure or fear of reprisals. To me, this provides a lesson that could be 
studied with benefit by those who would change our way of living so 
that scientists and all others would be shackled to stifling control. Such 
control would be one certain way to remove initiative and pride of 
achievement. I hope we never see it. 


[The End] 


“The appearance of a new Pharmacopeia, 
which is now expected to appear next November 
and will become official on April 1, 1947, is the 
climax of an intensive investigation and study 
by groups of authoritative workers in medicine 
and pharmacy. .. . A striking feature of this 
period of revision for the Pharmacopeia has 
been the sharp trend toward medicines having 
specific physiologic action. The addition of 
such cardio-active drugs as Digitoxin, Digoxin 
and Lanatoside C are illustrations.” From a 
release concerning “The New Pharmacopeeia 
(XIII), by E. Fullerton Cook, Chairman of the 
Committee of Revision of the Pharmacopeia of 
the United States of America, made public May 
29, 1946. 
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Ihe 
OBJECTIVES 


of the Federal Food, Drug, and Cosmetic Act 


Ole Salthe . . . Executive Secretary of The Nutrition Founda- 

tion, Inc. Formerly he was Director of the Bureau of Food and Drugs, 

Department of Health, City of New York; Special Adviser to the late 

Senator Royal S. Copeland; and Consultant to the Food and Drug 
Administration. 


PERSON INTERESTED in the objectives of the Federal 

Food, Drug, and Cosmetic Act of 1938 can find no more authori- 

tative statement concerning the objectives of this law than are 
set forth in the first paragraph of Senate Committee Report No. 493, 
73rd Congress, second session, which reads in part as follows: 


“The bill is intended to strengthen and extend the Federal Food and Drugs Act 
of June 30, 1906, as amended, popularly known as the ‘Pure Food Law, for which 
Dr. Harvey W. Wiley labored so long and valiantly. Since the passage of that law, 
profound changes in methods of manufacturing and selling foods and drugs have 
resulted from developments in scientific, technological and economic fields. These 
changes have not been devoid of opportunities for the unscrupulous to profit, without 
contravening the provisions of the present law, by endangering the public health and 
defrauding the consumer. Court decisions have revealed textual weaknesses in the 
measure that were not foreseen when it was enacted. Very few substantial alterations 
of the law have been provided through amendments to meet its demonstrated defi- 
ciencies. Yet the confidence the law has inspired in food and drug products imposes 
a corresponding responsibility that it may be made adequate to meet modern conditions. 
The bill has been prepared with this end in view. It preserves all the features of the 
law that have proved valuable in effecting its purpose to promote honesty and fair 
dealing in the sale of foods and drugs.” 


In the 27 years that the Federal Food and Drugs Act of 1906 
had been on the statute books, only three major amendments had been 
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made to the law. These amendments prohibited false and fraudulent 
claims in patent medicine labels; required the declaration of quantity 
on packaged foods; and authorized legal standards for certain canned 
foods. These amendments helped to focus attention on the need for 
further strengthening the old act. 


While it is not the purpose of this paper to discuss the legislative 
history of the act, nevertheless, in order that a better appreciation of 
the objectives may be had, a brief discussion of the developments lead- 
ing up to the final enactment of the new law seems necessary. 


Walter G. Campbell, Chief of the Food and Drug Administration, 
repeatedly tried to have amendments introduced in Congress which 
would strengthen the old law, but it was not until he obtained the coop- 
eration of Rexford G. Tugwell, then Assistant Secretary of Agriculture, 
that an active effort was initiated to completely revise the Act of 1906. 
A group consisting of Walter G. Campbell, Paul B. Dunbar, and 
Charles W. Crawford, representing the Food and Drug Administration, 
P. M. Cronin, J. B. O'Donnell, J. F. Moore, representing the Solicitor’s 
Office of the Department of Agriculture, and several special consultants 
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appointed by Mr. Tugwell—David F. Cavers, Professor, Duke Uni- 
versity School of Law, Milton Handler of the Columbia University Law 
School, and Frederick P. Lee, former legislative counsel for the Senate, 
thereupon proceeded to draft a revision of the Food and Drugs Act of 
1906. 


When the bill had been drafted, the problem then was to find a 
member of Congress who would not only introduce it but who would 
be strong and effective enough to have the bill reported out of committee 
for the consideration of the Congress. Because the Food and Drug 
Administration was part of the Department of Agriculture, it seemed 
that a member of the Committee on Agriculture of either the House or 
the Senate, or both, should introduce the bill. When Mr. Campbell 
approached members of both committees, he found little interest in the 
bill. He was told that it was highly controversial, and that they were 
too busy with other legislation to handle it. 


Mr. Campbell then made a decision which the writer will always 
regard as most provident for the people of this country. He decided to 
ask Senator Copeland to introduce the bill. While the writer may be 
considered a biased witness because of his long and intimate association 
with Senator Copeland, which began in 1918 when Dr. Copeland was 
appointed Commissioner of the Department of Health of the City of 
New York, where the writer was acting as Director of the Bureau of 
Food and Drugs, and continued until Senator Copeland's untimely 
death on June 17, 1938, four days after the passage of the act, the writer 
can testify that Senator Copeland worked long and valiantly for the 
passage of this act which, in fact, strengthened and extended the old 
law and thereby assured greater protection of the public health. A 
more eloquent tribute to Senator Copeland's efforts in behalf of this 
bill may be found in the memorial address made by Senator Arthur H. 
Vandenberg of Michigan shortly after the death of Senator Copeland. 
Senator Vandenberg was a member of the Committe on Commerce 
which handled the bill in the Senate, and of the Committee on Confer- 
ence which made the final recommendations on the bill before it was 
adopted by the Congress. Senator Vandenberg said: 

“True to his professional dedications as a great physician, he was particularly 
eager to promote the public health. He was unique in his dual qualities as a medical 


statesman and this is a better, safer country in which to live as a result. One of the 
last official acts of his life was to successfully pilot a new Pure Food and Drug Act 
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to the statute books after five painful years of effort. Here again, it almost seems 
as though a discerning Providence kept him upon a major task until the task was 
done and permitted him to close his eyes upon a monumental, finished work.” 

Senator Copeland's response to Mr. Campbell's request was imme- 
diate. He told him that he would be glad to accept the responsibility 
of sponsoring this new bill because of a lifetime interest and endeavor 
in public health matters. Consequently on June 6, 1933, Senator Cope- 
land introduced in the 73rd Congress, first session, S. 1944 which, for 
the record, was entitled “a bill to prevent the manufacture, shipment 
and sale of adulterated or misbranded food, drugs and cosmetics, and 
to regulate traffic therein; to prevent the false advertising of food, drugs 
and cosmetics; and for other purposes.” 


The bill was referred to the Committee on Commerce, of which 
Senator Copeland was the ranking member and later Chairman. The 
first public hearing on S. 1944 was held December 7 and 8, 1933, by a 
subcommittee of the Commerce Committee, of which Senator Copeland 
was Chairman. Walter G. Campbell, Chief of the Food and Drug 
Administration of the Department of Agriculture, was the first witness. 
In his opening statement, Mr. Campbell said: 

“May I say that in the framing of this bill there was no sense of abandonment 
at all of the present act. We in the Department of Agriculture would have preferred 
for sentimental and other reasons to have had this bill appear as an amendment to the 
Food and Drugs Act instead of a measure to supplant that law. There is ample 
realization of the benefits that the present Food and Drugs Act has conferred upon 
society. It is a statute that was passed for the protection of the consumer. It inci- 
dentally protects the honest manufacturer. But that bill, like most legislation, was a 
compromise measure. It represented not everything that the proponents of the law 
wanted, and carried more than the opponents of the measure were willing to give. 
In the draft of the pending bill there has been an attempt made to preserve all of the 
worthy qualities and features of the existing law and to supplement it in those in- 
stances where weaknesses have been indicated by court decisions and by actual 
experience.” 

On January 4, 1934, Senator Copeland introduced in the 73rd 
Congress, second session, an amended bill known as S. 2000, and on 
February 6, 1934, he replaced this bill with a further amended bill 
known as S. 2800. Hearings on this bill were held from February 27 to 
March 3, 1934, but no action was taken by the Senate in that year. In 


fact, the Committee failed to report the bill. 


On January 4, 1935, Senator Copeland introduced in the 74th 
Congress, first session, S. 5, providing for a revision of the Food and 
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Drugs Act. The writer drafted this bill, which differed with S. 2800 
primarily as to form. Hearings were held on this bill during March 
2, 8 and 9, 1935, and on May 28, 1935, this bill, in an amended form 
was passed by the Senate and referred to the House of Representatives 


for action. 


a 
From July 22 to August 12, 1935, the subcommittee of the House, of 
which Representative Virgil Chapman was Chairman, conducted ex- 
tended hearings on this bill and other food bills introduced in the 
House. This session of Congress adjourned without any action, the 
House committee failing to report the bill. 


On June 19, 1936, the day before the adjournment of the second 
session of the 74th Congress, the House passed S. 5, with amendments. 
The Senate disagreed with the House amendments and asked for a 
conference. The House insisted on its amendments and agreed to con- 
ference, which the writer was privileged to attend. The conferees 
arrived at full agreement on all provisions save one, the provision 
relating to the regulation of false advertising. The House conferees 
insisted that the enforcement of false advertising should be placed with 
the Federal Trade Commission. A compromise agreement was finally 
arrived at with some of the conferees of the House that those phases of 
advertising having to do with economic problems should be administered 
by the Federal Trade Commission, and those relating to health should be 
administered by the Food and Drug Administration. Senator Copeland 
submitted these amendments to the Senate, and on June 20 the Senate 
again passed S. 5 with these amendments. The House however, as its 
last act, rejected the amendments and adjourned, thus making it neces- 
sary to start all over again. 


In the interim before the opening of the 75th Congress, Senator 
Copeland and the writer held meetings with representatives of the food, 
drug and cosmetic industries. Letters inviting suggestions were sent to 
medical groups, consumer groups, and to all persons known to be inter- 
ested in the subject. Several volumes of suggestions were received from 
persons in these groups. These suggestions were carefully studied; 
many of them rejected, some accepted, and some accepted in part or 
in effect. The reports on hearings which had been held by the com- 
mittees of the Senate and the House on previous bills in former sessions 
of Congress, which consisted of 1544 pages of testimony taken by the 
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Senate committee and 774 pages by the House committee, were reviewed 
and studied. 


Based upon the information obtained from these various sources, 
and after many and extensive conferences with Messrs. Campbell, 
Dunbar and Crawford of the Food and Drug Administration, the writer 
drafted a new revision of the Food and Drugs Act of 1906, which 
Senator Copeland introduced on January 6, 1937, at the first session of 
the 75th Congress, and which was assigned the same number, S.5. The 
Senate Committee Report No. 91, which accompanied this bill, stated: 

“This bill has been prepared with three basic principles in mind: first, it must 
not weaken the existing laws; second, it must strengthen and extend that law's pro- 
tection of the consumer; and third, it must impose on honest industrial enterprise no 
hardship which is unnecessary or unjustified in the public interest.” 

This bill was passed, with amendments, by the Senate on March 
10, 1937, and referred to the House of Representatives, where it was 
referred to the Committee on Interstate and Foreign Commerce, of 
which Congressman Clarence F. Lee was Chairman. Thirteen months 
later, April 14, 1938, the Committee reported S. 5, with amendments, 
to the Committee of the Whole House and the States of the Union. 


On June 1, 1938, the House passed S. 5, with amendments. The 
Senate disagreed to the House amendments and asked for a conference. 
The House insisted upon its amendments and agreed to conference. 
The revision of the Food and Drugs Act of 1906 had once again arrived 
at its most critical period. Each House had passed S. 5; each House 
had made amendments to S. 5 which in effect would weaken the old 
law. The Committee on Conference, which the writer was privileged 
to attend, met and, after full and free conference, agreed to amend- 
ments which removed the objectionable features in the bill as passed 
by each House, and recommended to the Congress a bill which not only 
strengthened but extended the objectives of the old law. On June 25, 
1938, the President of the United States signed the new Federal Food, 
Drug, and Cosmetic Act of 1938. 


One of the most controversial provisions of the revision of the 
Food and Drugs Act was the question relating to where the enforce- 
ment of the regulation of false advertising of food, drugs and cosmetics 
should be placed. The Senate, as provided in S. 5, favored placing the 
enforcement in the Food and Drug Administration, whereas the House 
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favored placing the enforcement in the Federal Trade Commission. 
The Food and Drug Administration had contended that advertising 
was an extension of the label and should be enforced by the same 
organization. The question was decided by some adroit maneuvering 
in the House. While S. 5 was being considered by the 74th Congress, 
Senator Wheeler introduced a bill to amend the act creating the Fed- 
eral Trade Commission and defining its powers and duties. This bill 
failed of action in the 74th Congress. Senator Wheeler introduced 
this same bill (S. 1077) in the 75th Congress. This bill was passed by 
the Senate on March 9, 1937, one day before the Senate passed S. 5, 
the revision of the Food and Drugs Act. Senator Wheeler's bill did not 
contain any provisions concerning the regulation of false advertising 
of food, drugs and cosmetics, whereas S. 5 carried specific provisions 
concerning the regulation of false advertising and placed the enforce- 
ment of same in the Food and Drug Administration. 


When S. 1077 passed the House, it was amended so as to include 
specific provisions concerning the regulation of advertising of food. 
drugs and cosmetics. which were practically identical with the provisions 
contained in S.5. The Senate disagreed to the amendments as passed 
by the House, so S. 1077 was sent to conference. The Senate conferees 
accepted the amendments by the House. When the report of the con- 
ferees was presented to the Senate, Senator Copeland endeavored to 
have the conference report amended, but under Parliamentary procedure 
neither House can amend a conference report; it must either accept or 
reject the report. The Senate voted to accept the conference report on 
S. 1077. This, in effect, automatically removed the provisions from 
S. 5. Senator Wheeler's bill, S. 1077, was signed by the President on 
March 28, 1938. A few days later, April 14, 1938, the Committee on 
Interstate and Foreign Commerce of the House reported S. 5, with 
amendments, to the Committee of the whole House, the provisions relat- 
ing to advertising having been deleted. 


During the five years that this law was before Congress, Senator 
Copeland maintained the closest cooperative relations with Mr. Camp- 
bell, Dr. Dunbar and Mr. Crawford of the Food and Drug Ad- 
ministration, regularly checking with them the effect of any proposed 
amendment so as to guard against the acceptance of any weakening 
amendments. Senator Copeland also maintained the same cooperative 
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relations with representatives of consumer groups in Washington, who 
also fought valiantly and effectively for a strong law. 


It is only fair to state that this concern for the protection of the 
public was in a measure shared by some of the representatives of the 
industries affected by this law. These representatives, while construc- 
tively critical of certain phases of the proposed law, made recommenda- 
tions which were accepted and which in the final analysis helped make 
it a stronger and better law. 


A summary of the principal differences, in which the new law 
increases the scope of the old law and thereby affords the public greater 
protection, follows: 


Food 


Prohibits traffic in food which may be injurious to health (Section 402(a) (1) ). 
(The old law prohibited injurious food only when the poisonous substance was added.) 

Prohibits the addition of poison to food except where such addition is required in 
the production thereof or cannot be avoided by good manufacturing practice; where 
added poisons are so required or cannot be so avoided, tolerances are authorized 
limiting the amount to a point insuring protection of public health (Section 402(a) (2), 
Section 406(a) ). 

Authorizes emergency permit control of food that may be injurious because of 
contamination with micro-organisms, if public health cannot otherwise be protected 
(Section 404). 

Forbids traffic in confectionery containing metallic trinkets and other inedible 
substances (Section 402(d) ). 

Specifically requires label declaration of artificial coloring, artificial favoring, and 
chemical preservatives in food, but exempts butter, cheese, and ice cream from this 
requirement in so far as artificial coloring is concerned (Section 403(k) ). 

Requires labels of food for special dietary uses to inform purchasers fully of its 
vitamin, mineral, and other dietary properties upon which its value for such uses 
depends (Section 403(j) ). 

Provides for the promulgation of a definition and standard of identity, a standard 
of quality, and standards of fill of container for each food, but exempts from this 
provision fresh and dried fruits and vegetables, except avocados, cantaloupes, citrus 
fruits, and melons (Section 401, Section 403(g), (h)). Butter is also exempt from 
this provision, but the act preserves the statutory definition and standard of identity 
for butter which became law in 1923 (Section 902(a)). (The old law contained no 
authority for the establishment of definitions and standards of identity, and the author- 
ity to establish standards of quality and fill of container was limited to certain canned 
foods. ) 

Requires the labels of food for which no definition and standard of identity has 
been fixed to bear the common or usual name of the food, and if it is made from two 
or more ingredients, the common or usual name of each, except that spices, colorings, 
and flavorings may be declared simply as spices, colorings, and flavorings without 
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specifically naming them. Authorizes regulations prescribing exemptions from this 
requirement where compliance is impracticable or results in deception or unfair 
competition (Section 403(i) ). 

Does not contain the “distinctive name” joker of the old law under which any 
mixture or compound of food not injurious to health could escape control. 


Drugs 


Brings under control drugs used in the diagnosis of disease and drugs intended to 
affect the structure or any function of the body (Section 201(g) (2), (3)). 

Brings therapeutic devices under control, and subjects them to the same general 
requirements as are set up for drugs (Section 201(h), Section 501, 502). 

Prohibits traffic in drugs and devices which are dangerous to health under the 
conditions of use prescribed in the labeling (Section 502(j) ). 

Prohibits traffic in new drugs unless such drugs have been adequately tested to 
show that they are safe for use under the conditions of use prescribed in their labeling; 
authorizes exemption from this requirement of drugs intended solely for investiga- 
tional use by qualified scientific experts (Section 505). 

Makes the Homeopathic Pharmacopoeia of the United States the legal standard 
for homeopathic drugs (Section 201(j), Section 501(b) ). 

Requires labels of official drugs—i. e., drugs recognized in the United States 
Pharmacopoeia, National Formulary, or Homeopathic Pharmacopoeia of the United 
States—to reveal any differences of strength, quality, or purity from the official stand- 
ards (Section 501(b)). (The old law required merely that the label bear a true 
statement of the strength, quality, and purity of the drug, without showing the differ- 
ence from the official standard.) 

Requires drugs intended for use by man to bear labels warning against habit 
formation if they contain any of a list of narcotic or hypnotic habit-forming substances, 
or any derivative of any such substance which possesses the same properties (Sec- 
tion 502(d) ). 

Requires the labeling of drugs and devices to bear adequate directions for use, 
but authorizes exemptions from this requirement where it is not necessary for the 
protection of the public health (Section 502(f) ). 

Requires the labeling of drugs and devices to bear warnings against probable 
misuse which may be dangerous to health (Section 502(f) ). 

Requires special precautionary labeling for drugs that are liable to deterioration 
(Section 502(h) ). 

Does not contain the fraud joker in the old law under which the government had 
to prove that false claims of curative effect on the labels of patent medicines were 
made with willful intent to deceive. 

Requires official drugs to be packaged and labeled as prescribed by the Pharma- 
copoeias and Formulary (Section 502(g) ). 

Declares non-official drugs illegal if the standard of strength thereof differs from 
the standard claimed (Section 502(c)). (The old law prohibited only those which 
fell below the strength claimed.) 

Requires that antiseptics possess germicidal power (Section 201(0) ). 
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Requires the labels of non-official drugs to list the names of the active ingredients, 
and in addition to show the quantity or proportion of certain specified substances. 
Authorizes regulations prescribing exemptions from this requirement where compli- 
ance is impracticable (Section 502(e) ). 


Cosmetics 


Brings all cosmetics except toilet soap under control (Section 201(i)); outlaws 
cosmetics which may be injurious to users, except poisonous coal-tar hair dyes which 
bear warning labels (Section 601(a)); prohibits false or misleading labeling (Sec- 
tion 602(a)). 


General 


Proscribes the use of containers for food, drugs, and cosmetics which may render 
the contents injurious to health (Section 402(a) (6), Section 501(a) (3), Section 
601(d)). 

Prohibits traffic in food, drugs, and cosmetics which have been prepared or 
handled under insanitary conditions that may contaminate them with filth or that may 
render them injurious to health (Section 402(a) (4), Section 501(a)(2), Section 
601(c)). 

Forbids the use of uncertified coal-tar colors in food, drugs, and cosmetics, other 
than hair dyes (Section 402(c), Section 501 (a) (4), Section 601(e)). 

Proscribes slack filling of containers for food, drugs, and cosmetics, and prohibits 
the use of deceptive containers (Section 403(d), Section 502(i) (1), Section 602(d) ). 

Authorizes factory inspection of establishments producing food, drugs, devices, 
and cosmetics for interstate shipment (Section 704). 

Provides for the procurement of transportation records and other documents 
necessary to establish Federal jurisdiction (Section 703). 

Requires that part of samples collected by the government for analysis be given 
to the manufacturer on request, but provides exemption from this requirement to the 
extent necessary for proper administration of the act (Section 702(b) ). 

Authorizes the government to charge fees for the certification of coal-tar colors 
in amounts necessary to defray the expenses of the service (Section 706). 

Specifically authorizes abatement of administrative proceeding in minor violations 
through written notice or warning from the enforcing agency when the public interest 
can thus be adequately served (Section 306). 

Provides increased criminal penalties for violation (Section 303). 

Authorizes the Federal courts to restrain violations by injunction (Section 302) 


Limits seizure for misbranding to a single interstate shipment of the product 
unless the misbranding has been the subject of a prior court decision in favor of the 
government, or unless the misbranded article is dangerous to health, or its labeling 
is fraudulent or would be in a material respect misleading, to the injury or damage 
of the purchaser or consumer (Section 304(a)). Authorizes consolidation of multiple- 
seizure cases (seizures of two or more interstate shipments of identical goods from 
the same shipper) for trial in a single jurisdiction (Section 304(b)). Also authorizes 
such consolidated cases, as well as cases involving seizure of a single interstate ship- 
ment for misbranding, to be removed for trial to any district agreed upon by stipula- 
tion between the government and the shipper or owner of the seized goods. In case 
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of failure to reach an agreement, the shipper or owner of the goods may apply to the 
court in which the seizure was made, and the court is required, unless good cause 
to the contrary is shown, to specify a district of reasonable proximity to the appli- 
cant’s principal place of business in which the case will be tried (Section 304(a), 
(b)). (The old law placed no limitation on the number of shipments of illegal goods 
which might be seized; contained no provision for change of venue for trial; and 
seizures thereunder were tried in the districts in which the seizures occurred, which 
ordinarily were the districts to which the goods had been shipped for sale and con- 
sumption. ) 

Provides for a judicial review in United States Circuit Courts of Appeals to 
determine the validity of certain regulations. This form of review is an addition to 
and not in substitution for any other remedies provided by law (Section 701(f)). 


The legislative history of the Federal Food, Drug, and Cosmetic 
Act of 1938 is a record chiefly of committee action of both Houses of 
Congress, the Committee of Commerce of the Senate and the Committee 
on Interstate and Foreign Commerce of the House, and the Conference 
Committee of both Houses. The following chronological report of the 
various steps of this legislation, as reported in the Congressional Rec- 
ord from the date of the introduction of S. 1944, June 6, 1933, until the 
final enactment of this law on June 25, 1938, may be of service to those 
interested in the legislative history of this law. 


June 12, 1933—73rd Congress—Ist Session—S. 1944 introduced in Senate to revise 
the Food and Drugs Act (Congressional Record, p. 5721). 


December 7, 8, 1933—73rd Congress—2nd Session—Public hearing on S. 1944 before 
a subcommittee of the Committee on Commerce of the Senate. 


January 4, 1934—73rd Congress—2nd Session—S. 2000 introduced in Senate as substi- 
tute for S. 1944. Referred to Committee on Commerce (Congressional Record, 
p. 59). 

February 19, 1934—73rd Congress—2nd Session—S. 2800 introduced in Senate as 
substitute for S. 2000. Referred to Committee on Commerce (Congressional 
Record, p. 2729). 

February 27, 28, March 1, 2, and 3, 1934—73rd Congress—2nd Session—Public hear- 
ing on S. 2800 before Committee on Commerce of the Senate. 


March 15, 1934—73rd Congress—2nd Session—Committee on Commerce reported 
back favorably S. 2800 with amendments (Congressional Record, p. 4567). 


March 19, 1934—73rd Congress—2nd Session—Committee on Commerce submitted 
report to accompany S. 2800—Senate Report No. 493 (Congressional Record, 
p. 4758). 

April 26, 1934—73rd Congress—2nd Session—Amendments to S. 2800 submitted and 
ordered printed (Congressional Record, p. 7444). 

May 16, 1934—73rd Congress—2nd Session—S. 2800 debated on floor of Senate. 
Bill ordered reported with amendments and printed in Record (Congressional 


Record, pp. 8955, 8966). 
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June 8, 1934—73rd Congress—2nd Session—Amendment to S. 2800 submitted and 
ordered printed (Congressional Record, p. 10773). 

June 13, 1934—73rd Congress—2nd Session—On calendar call S. 2800 was passed 
over without any action (Congressional Record, p. 11312). 

January 4, 1935—74th Congress—Ist Session—S. 5 introduced in Senate to revise 
the Food and Drugs Act (Congressional Record, p. 100). 

January 7, 1935—74th Congress—Ist Session—Statement on S. 5 submitted to Senate 
(Congressional Record, p. 150). 

March 2, 8, and 9, 1935—74th Congress—Ist Session—Public hearing before a Sub- 
committee on Commerce on S. 5. 

March 22, 1935—74th Congress—Ist Session—Message from President of the United 
States referring to Food and Drug legislation was read and referred to Committee 
on Commerce (Congressional Record, p. 4262). 

Committee on Commerce reported back favorably with amendments S. 5. The 
Bill was placed on calendar (Congressional Record, p. 4262). 

March 26, 1935—74th Congress—Ist Session—Committee on Commerce submits Re- 
port No. 361 to accompany S. 5 (Congressional Record, p. 4413). 

April 1, 1935—74th Congress—Ist Session—S. 5 debated on floor of the Senate (Con- 
gressional Record, pp. 4734-4736, 4748). 

April 2, 1935—74th Congress—Ist Session—S. 5 debated on floor of the Senate (Con- 
gressional Record, p. 4840-4868). 

April 3, 1935—74th Congress—Ist Session—Senate resumed consideration of S. 5 
(Congressional Record, pp. 4905-4919). 

April 4, 1935—74th Congress—Ist Session—View of minority in the Committee on 
Commerce, Report 361, Part 2, filed with the Senate (Congressional Record, 
p. 4982). 

Senate resumed consideration of S. 5 (Congressional Record, p. 5018-5025). 

April 5, 1935—74th Congress—Ist Session—Senate resumed consideration of S. 5 
(Congressional Record, pp. 5099, 5137-5140). 

April 8. 1935—74th Congress—Ist Session—Senate resumed consideration of S. 5. 
Action postponed (Congressional Record, pp. 5215-5234). 

May 22, 1935—74th Congress—Ist Session—New Report No. 646 submitted by Com- 
mittee on Commerce (Congressional Record, p. 7963). 

May 24, 1935—74th Congress—Ist Session—Senate resumed consideration of amend- 
ment of S. 5 (Congressional Record, p. 8162). 

May 28, 1935—74th Congress—Ist Session—Senate resumed consideration of amend- 
ment of S. 5, and passed S. 5 (Congressional Record, pp. 8341, 8350-8356). 
May 31, 1935—74th Congress—Ist Session—S. 5 received by House and referred to 

Committee on Interstate and Foreign Commerce (Congressional Record, p. 8480). 

July 22, 24, 25, 29, 30 and 31, August 6, 7, 8, 9, 10 and 12, 1935—74th Congress—1st 
Session—Public hearings on S. 5 before a subcommittee of the Committee on 
Interstate and Foreign Commerce, House of Representatives. 

May 22, 1936—74th Congress—2nd Session—Committee on Interstate and Foreign 
Commerce reported S. 5 with amendments, House Report No. 2755. Referred to 
the Committee of the Whole House and the States of the Union (Congressional 
Record, p. 7830). 
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June 19, 1936—74th Congress—2nd Session—Rules suspended and House considered 
the approval of S. 5. Passed S. 5 with amendments (Congressional Record, 
pp. 10230-10244. 

Senate disagreed to amendments of House and asked for a conference with 
the House and appointed conferees (Congressional Record, p. 10108). 

House agreed to conferences and appointed conferees (Congressional Record, 
p. 10272). 

Senate agreed to recede from its disagreement to amendment of the House and 
agreed to the same with amendments (Congressional Record, p. 10514). 

House considered Senate amendment to the House amendment and after 
debate rejected the amendment (Congressional Record, pp. 10674, 10680). 
January 6, 1937—75th Congress—Ist Session—S. 5 introduced in Senate and referred 

to Committee on Commerce (Congressional Record, p. 65). 

February 15, 1937—75th Congress—Ist Session—Committee on Commerce reported 
S. 5 with amendments and submitted Senate Report No. 91 thereon (Congres- 
sional Record, p. 1194). 

February 24, 1937—75th Congress—Ist Session—S. 5 called on calendar and passed 
over (Congressional Record, p. 1530). 

March 3, 1937—75th Congress—1st Session—Amendment in nature of substitute sub- 
mitted. Ordered to be printed and lie on table (Congressional Record, p. 1777). 

March 4, 1937—75th Congress—Ist Session—S. 5 called on calendar and passed over 
(Congressional Record, p. 1837). 

March 8, 1937—75th Congress—Ist Session—Committee on Commerce submitted in 
lieu of Senate Report No. 91 amended report (No. 152) to accompany S. 5 
(Congressional Record, p. 1953). 

March 9, 1937—75th Congress—1st Session—Senate resumed consideration of S. 5 and 
passed the Bill (Congressional Record, pp. 2001, 2019). 

March 10, 1937—75th Congress—Ist Session—S. 5 considered by House and referred 
to Committee on Interstate and Foreign Commerce (Congressional Record, 
p. 2096). 

April 14, 1938—75th Congress—3rd Session—Committee on Interstate and Foreign 
Commerce reported S. 5 with amendments (House Report No. 2139). Referred to 
the Committee of the Whole House and the States of the Union (Congressional 
Record, p. 5464). 

April 21, 1938—75th Congress—3rd Session—Minority Report on S. 5 filed in House 
(Congressional Record, p. 5628). 

May 31, 1938—75th Congress—3rd Session—House resumed consideration of S. 5 
(Congressional Record, pp. 7771, 7799). 

June 1, 1938—75th Congress—3rd Session—House resumed consideration of S. 5 and 
passed the Bill with amendments (Congressional Record, pp. 7889, 7903). 

June 2, 1938—75th Congress—3rd Session—Senate disagreed to amendments of House 
and requested conference with the House and appointed conferees (Congressional 
Record, p. 7955). 

June 3, 1938—75th Congress—3rd Session—House agreed to conference and ap- 
pointed conferees (Congressional Record, p. 8169). 

June 10, 1938—75th Congress—3rd Session—Senate agreed to recede from its dis- 

agreement to the amendment of the House and agreed to Conference Report No. 

2716 on S. 5 (Congressional Record, pp. 8731, 8738). 
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June 13, 1938—75th Congress-——3rd Session—House agreed to Conference Report No. 
2716 on S. 5 (Congressional Record, pp. 9087, 9101). 

June 15, 1938—75th Congress—3rd Session—It was announced in Senate that the 
Speaker of the House has affixed his signature to S. 5. It was then signed by the 
Vice President (Congressional Record, p. 9393). 

June 15, 1938—75th Congress—3rd Session—The Speaker announced to the House 
his signature to S. 5 (Congressional Record, p. 9502). 

June 16, 1938—75th Congress—3rd Session—Committee on Enrolled Bills reported 
that S. 5 had been presented to the President of the United States (Congres- 
sional Record, p. 9523). 

June 25, 1938—The President of the United States, subsequent to the final adjourn- 
ment of the 3rd Session of the 75th Congress, notified the Secretary of the 
Senate that he approved and signed S. 5 (Public No. 675) (Congressional 


Record, p. 9616). 
[The End} 


“The rule of strict construction invoked by 
appellee has little or no application to statutes 
designed, as the Federal Food, Drug and Cos- 
metic Act is designed, to prevent injury to the 

. public health.” Judge Mathews of the United 
States Circuit Court of Appeals for the Ninth 
Circuit in United States v. Research Labora- 
tories, Incorporated (1942) 126 Fed. (2d) 42; 
certiorari denied in 317 U. S. 656. 


‘The act was passed by Congress under its 
authority to exclude from interstate commerce 
impure and adulterated foods and to prevent the 
facilities of commerce being used to enable such 
articles to be transported to the people who con- 
sume them and it is in the light of the purpose 
and of the power exerted by Congress that this 
act must be considered and construed.” Judge 
Schwellenbach of the United States District 
Court of Washington in Linited States v. Com- 
mercial Creamery Company (1942) 43 Fed. 
Supp. 714. 
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practice of pharmacy with all safeguards and cautions necessary 

to the protection of the public in so far as the production and 
distribution of drugs and medicines is concerned. The Food, Drug, and 
Cosmetic Act is designed to serve the same general end by making illegal 
the interstate shipment of drugs and medicines, etc., which fail to con- 
form to the provisions of the law. Both the pharmacy acts and the 
broad body of food, drug, and cosmetic legislation are intended to make 
safe the use of drugs and medicines to the extent that this can be accom- 
plished through legislative controls. 


M4 YVHE BASIC PURPOSE of the pharmacy laws is to surround the 


While the assertion would be inaccurate that the state pharmacy 
laws were designed to supplement and complement state food, drug, and 
cosmetic legislation, these laws do, as a matter of fact, function in this 
manner. 


The pharmacy laws really go back to colonial days, but the 
modern pattern may be said to have originated around about 1870. 
These laws were based upon the necessity of limiting prescription prac- 
tice and the handling of certain drugs, medicines and medical supplies 
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to persons who, by training and experience, had shown themselves 
qualified for this important duty. 

Not only did the law prescribe first the experience and later the 
educational qualifications of pharmacists, but it also prohibited persons 
not properly qualified from using signs or other physical indicia which 
would indicate that they were engaged in rendering pharmaceutical 
service. 

In a certain sense, pharmacy laws may be characterized as the 
forerunners of food, drug, and cosmetic legislation, as their primary 
function was to safeguard the compounding, dispensing and distribution 
of drugs and medicines. 

While the pharmacy laws do not adhere to the same legislative 
design as that of the Food, Drug, and Cosmetic Act, they are, never- 
theless, dedicated to the same objective—namely, the protection of the 
public health. 

In fact, if it were not for the substantive provisions incorporated 
in these laws, the safety of the consumer, which the Food, Drug, and 
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Cosmetic Act was meant to assure, might be less efficient, if indeed 
not wholly lacking in certain circumstances. 


Not only must drugs and medicines be free from adulteration and 
misbranding, not only must their labels disclose the warnings and cau- 
tions for safe administration, not only must they carry adequate direc- 
tions for use when distributed direct to the consumer, but many of them 
must be distributed by persons capable of implementing the label mean- 
ing into language within the range of common understanding. 


In spite of the fact, however, that pharmacy laws have been in 
effect for many years, there is the definite opinion among pharmacists, 
and others, that they fall far short of affording the public the necessary 
protection so far as the health significance of drugs and medicines is 
concerned. 


The view of the Committee on the Modernization of Pharmacy 
Laws of the American Pharmaceutical Association may be said to be 
prophetic: 


“The pharmacy acts as now written are much too limited in their field of activity. 
With few exceptions, the pharmacy acts are concerned only with conditions met with 
in the retail drug store, notwithstanding the fact that the practice of pharmacy is 
engaged in throughout the whole drug industry. It, therefore, would seem to follow 
that if the public is to receive the proper protection in the matter of drugs and medi- 
cines, that protection should begin with the conditions surrounding the manufacture of 
drug products, should also be observed in wholesale drug houses, and finally work in 
the manifold operations of the retail drug store. 


“A modernized pharmacy act should apply to the practice of pharmacy through- 
out the entire drug industry. It should control manufacturing operations, personnel 
and other conditions entering into the large scale production of drugs and medicines. 
It should also control those operations within the wholesale drug establishments which 
call for professional knowledge and skill, and should be given still greater authority 
in the practice of pharmacy and the many related activities of the retail drug store. 
It should, of course, also provide basically sound definitions for the subject matter of 
the act, deal with educational standards, conditions of practice, requirements for Board 
membership, penalties for violations, the granting of permits to manufacturers, whole- 
salers and retailers, and other matters having a bearing upon pharmaceutical practice.” 


There have been, therefore, many new concepts written into phar- 
macy acts within the past few years, and it will be the purpose of this 
paper to include and discuss some of the more significant. While the 
Uniform State Pharmacy Act, written by the Committee on the Mod- 
ernization of Pharmacy Laws, has not been enacted in full in any state, 
it is quite clear that its thinking and objectives have had a profoundly 
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important influence in shaping the trends and achievements of contem- 
porary legislation. 


Consider the educational qualifications of the pharmacist as set 
forth in the proposed Uniform State Pharmacy Act: 

“Every applicant for examination and registration as a pharmacist shall be not 
less than twenty-one (21) years of age, of good moral character and temperate 
habits, a graduate of a school or college of pharmacy or department of a university 
recognized and approved by the Board of Pharmacy, and shall file 
proof satisfactory to the Board, substantiated by proper affidavits, of a minimum of 
one year of experience in a retail pharmacy, under the supervision of a registered or 
licensed pharmacist and shall pass an examination by the Board of 
Pharmacy.” 

The full import of this requirement is to be found in the content 
and scope of the modern pharmacy curriculum. To qualify as a recog- 
nized and approved college of pharmacy, the institution must give four 
years of standard university work in pharmacy, pharmacology, pharma- 
cognosy, inorganic and organic chemistry, biochemistry, physics, bac- 
teriology, and other scientific and cultural subjects. 


A mere recital of the details of the pharmacy curriculum is suffi- 
cient to disclose that the sciences embraced are not only essential to 
competent pharmaceutical practice, but are the same sciences required 
in meeting the standards of quality, strength and purity as set forth in 
the food, drug, and cosmetic acts. 


In fact, many colleges of pharmacy recognize the relationship of the 
curriculum to food, drug, and cosmetic legislation, and provide didactic 
and laboratory instruction in the procedures and technique involved in 
compliance with its requirements and demands. 


There is a progressive tendency to define meticulously “the phar- 
macy’ as indicated by the following somewhat typical paragraph: 


“Every store or shop or other place where drugs, medicines or medicinal chemi- 
cals are dispensed or sold at retail, or displayed for sale at retail, or where physicians’ 
prescriptions are compounded, or which has upon it or displayed within it, or affixed 
to or used in connection with it, a sign bearing the word or words ‘Pharmacist, 
‘Pharmacy, ‘Apothecary,, ‘Drug Store,’ ‘Druggist, ‘Drugs,’ ‘Medicines,’ ‘Medicine 
Store,” ‘Drug Sundries,’ ‘Remedies, or any word or words of similar or like import, 
or where the characteristic show bottles or globes filled with colored liquids or other- 
wise colored, are exhibited or any store or shop or other place, with respect to which 
any of the above words are used in any advertisement shall be considered a phar- 
macy, within the meaning of this sub-title.” 
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In the formulation of this definition, the legislators have sought 
to minimize the opportunities open to non-pharmacists to represent 
themselves as engaged in legitimate pharmaceutical practice. This is 
important to the public interest, as the manner of representation must be 
sharply curtailed if non-pharmacists are to be prohibited from deceptive 
appeals to the public. 


It is in the desire to prevent deceptive practices that the advertise- 
ment of a non-pharmacy handling drugs and medicines, as well as the 
signs physically related to it, are made the subject of legislative control. 


The basic theory upon which modern pharmacy laws are predicated 
is to the effect that all transactions in drugs and medicines should be 
subject to permit or license. Thus, the Committee on the Modernization 
of Pharmacy Laws has stated that the Uniform State Pharmacy Act 
“attempts to bring all phases of the distribution of drugs and medicines 
under permit regulation and control.”’ 


The mere desire to open a pharmacy or to establish a plant for the 
manufacture of drugs and medicines is not considered enough. The 
Board of Pharmacy, a branch of the state government, must be satisfied 
that the qualifications of the individuals concerned are satisfactory and 
that the facilities or general fitness of the physical premises are suited to 
the purposes for which the permit is requested. 


Boards of pharmacy are becoming more and more disposed to read 
into these permit sections a progressively expanding administrative dis- 
cretion. The power to grant a permit necessarily carries with it the 
discretion to deny, else the application for a permit would be tanta- 
mount to a demand. 


This administrative discretion is being used to deny drug store 
permits in those cases where it would seem clear that the public interest 
warrants a denial. There are those who have insisted that the permit 
provision might be used to bring about a better economic balance in the 
distribution of drugs and medicines through a deliberate lowering in the 
number of permits issued. 


There is the belief, too, that the permit section might be validly 
used to bring about the decommercialization of the drug store. The New 
Jersey Pharmaceutical Association recently sponsored legislation which 
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would have required the Board of Pharmacy to refuse drug store per- 
mits in all cases where the majority of the store’s business was not in 
the strictly professional handling of drugs, medicines, vitamins, hor- 
mones, and other enumerated drug classifications. 


While the proposed legislation failed of enactment, it would seem 
of more than passing interest, as it apparently represented pharmaceu- 
tical opinion in at least one state. 


This type of control gives the enforcement agency, usually the 
Board of Pharmacy, a tighter reign over the operation of retail pharma- 
cies. It serves, through the information required in the permit applica- 
tion, to keep the Board fully informed with respect to operating personnel, 
as well as to the general fitness of the store itself. 


The permit section of the Maryland Act, which is identical with 
that set forth in the proposed Uniform State Pharmacy Act, exemplifies 
the extent to which the drug store impinges upon the public interest: 


“From and after the first day of January, 1936, it shall be unlawful for any person, 
co-partnership, association or corporation to operate, maintain, open or establish any 
pharmacy within this State without first having obtained a permit so to do from the 
Maryland Board of Pharmacy. 

“On evidence satisfactory to the said Maryland Board of Pharmacy: (a) that 
the pharmacy for which the permit is sought will be conducted in full compliance with 
the law and with the rules and regulations of the said Maryland Board of Pharmacy; 
(b) that the location and appointments of said pharmacy are such that it can be 
operated and maintained without endangering the public health or safety; and (c) 
that said pharmacy will be constantly under the personal and immediate supervision 
of a registered pharmacist, a permit shall be issued to such persons, co-partnerships, 
associations or corporations as the said Maryland Board of Pharmacy shall deem 
qualified to conduct such pharmacy.” 

The state pharmacy acts are tending more and more to subject the 
manufacturing drug industry to the same general type of regulation and 
control as imposed upon the individual practicing pharmacist as far as 
responsible manufacturing personnel is concerned. For instance, if it 
is in the public interest to surround the preparation of a prescription for 
one dozen pills with exacting legal and educational requirements, it 
would seem to be equally in the public interest to safeguard adequately 


the manufacture of these same pills when produced by the thousands. 


Therefore, the Maryland Pharmacy Act, as well as acts of several 
other states, contains the following provision: 


“No drugs, or medicines, or toilet articles, or dentifrices or cosmetics, shall be 
manufactured, made, produced, packed, packaged, or prepared within this state, except 
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under the personal and immediate supervision of a registered pharmacist or such other 
persons as may be approved by the Maryland Board of Pharmacy after an investiga- 
tion and a determination by the said Board that they are qualified by scientific or 
technical training and/or experience to perform such duties of supervision as may be 
necessary to protect the public health and safety; and no person shall manufacture, 
make, produce, pack, package or prepare any such articles without first obtaining a 
permit so to do from the Maryland Board of Pharmacy. Such permit shall be subject 
to such rules and regulations, with respect to sanitation and/or equipment, as the said 
Board of Pharmacy may from time to time adopt for the protection of the public 
health and safety.” 


It will be noted that the person or persons actually engaged in 
supervising the manufacturing processes are required to submit proof 
of scientific or professional competency. This is bringing to bear upon 
the “industrialized” practice of pharmacy the same basic concepts which 
underlie the practice of pharmacy on an individual basis. 


While the drug industry, as a whole, is competently manned, and 
its manufacturing, standardization and control operations held to high 
professional and technical standards, there is always that “fringe of pro- 
duction” which must be legislated into conformity with the norm of 
scientific and technical skill. 


While this concept would appear to be basically sound, these manu- 
facture-permit laws lay great stress upon the sanitary conditions sur- 
rounding manufacturing operations. It is recognized that filth, debris 
and other insanitary accumulations are not only a deterrent to good 
manufacturing practices, but that they may actually contaminate the 
products manufactured. 


Here, again, the pharmacy acts tie in with the Food, Drug, and 
Cosmetic Act, which not only outlaws drugs, medicines, etc., which have 
“been prepared, packaged, or held under insanitary conditions whereby 
they may have been contaminated with filth, or whereby they may have 
been rendered injurious to health,” but which seeks constantly to im- 
prove the sanitation and general hygiene of all plants used in the manu- 
facture of products subject to its jurisdiction. 


In recent years, several pharmacy laws have been amended so as to 
empower the Board of Pharmacy to require pharmacies to be adequately 
equipped with apparatus and technical equipment called for in the 
modern practice of pharmacy. The first act of this kind was passed in 
Maryland. The regulating principle was recognized by the National 
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Association of Boards of Pharmacy. Today, Virginia, New York, New 
Jersey, and several other states have minimum equipment laws of rather 
exacting provisions. The Uniform State Pharmacy Act is broadly em- 
bracive of the subject. 

“Every pharmacy must be equipped with proper pharmaceutical utensils so that 
prescriptions can be properly filled and United States Pharmacopeia and National 
Formulary preparations properly compounded. The Board of Phar- 
macy shall prescribe the minimum of such professional and technical equipment which 
a pharmacy shall at all times possess, and such list shall include the latest revisions 
of the United States Pharmacopeia and the National Formulary, or any supplement 


to either of them. No permit shall be issued or continued for the conduct of a phar- 
macy until or unless the provisions of this paragraph have been complied with. 


“No permit shall be issued or continued for the conduct of a pharmacy unless 
the premises of such pharmacy shall be equipped with proper sanitary appliances 
and kept.in a clean and orderly manner.” 


Here, again, in addition to empowering the Board of Pharmacy to 
designate the minimum of professional and technical equipment, the 
pharmacy act lays emphasis upon sanitation as an important element in 
approved pharmaceutical practice. 


It might be asserted, of course, that the pharmacist himself would 
be fully competent to determine what apparatus or equipment he needs 
for the practice of his profession, but, even so, the pharmacy laws of the 
states are more and more tending to invest in the Board of Pharmacy the 
authority to require what, in its judgment, constitutes at least the mini- 
mum of technical and professional equipment. 


In many states it has been found necessary to vest broad powers 
of inspection in the boards of pharmacy so as to facilitate the detection 
of unlawful drug products and to uncover violations of the law with 
respect to sanitation, or other factors which might be conducive to adul- 
teration or misbranding. 


The section of the Uniform State Pharmacy Act dealing specifically 
with this subject is quite inclusive: 


“The said Board of Pharmacy shall have the power to inspect in a lawful manner 
the drugs, cosmetics and medical supplies which are manufactured, packed, packaged, 
made, sold, offered for sale, exposed for sale, or kept for sale, in the State and for this 
purpose shall have the right to enter and inspect during business hours any pharmacy 
or any other place in the State of where drugs, cosmetics or medical 
supplies are manufactured, packed, packaged, made, sold, offered for sale, exposed 
for sale, or kept for sale.” 
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One of the weaknesses in the state pharmacy laws, so far as effec- 
tive professional control over the distribution of drugs and medicines 
is concerned, is the blanket exemption of proprietary medicines which 
sanctions their general and indiscriminate sale. 


The term “proprietary’’ as applied to therapeutic agents, is variously 
defined. The Council on Pharmacy and Chemistry of the American 
Medical Association declares that a “medical article is considered ‘pro- 
prietary’ if it is protected against free competition as to name, product, 
composition or process of manufacture by secrecy, patent, copyright or 
any other means.” 


The Virginia Pharmacy Act includes this definition: 


“The term ‘patent or proprietary medicines’ shall include only medicines prepared 
according to a private formula or a secret process, or under the trademark of the 
manufacturer or owner, and sold under a trade name in an original package on the 
label of which appears the disease or diseases for which the medicine is intended to be 
used and specific directions for its administration.” 


In the Pharmacy Act of New Hampshire, proprietary medicines 
are defined in the following sweeping manner: 


“Proprietary remedies, when not otherwise limited, means remedies that a certain 
individual or individuals have the exclusive right to manufacture or sell.” 


These definitions are, in the opinion of many, so broad as to remove 
from professional supervision a large proportion of the drugs and medi- 
cines sold annually in the United States. In fact, the list is so large as 
to amount, in many important respects, to a virtual emasculation of the 
public protection provisions of the pharmacy laws. 


Interest in this phase of pharmaceutical legislation has become 
greatly intensified since the passage of the Federal Food, Drug, and 
Cosmetic Act. For instance, the question is being asked if the formula 
disclosure requirement of the Act makes a casualty of the secrecy ele- 
ment in proprietary medicines, thus withdrawing from them the privilege 
of unregulated sale. If the medicine no longer meets the test of the 
definition, does it automatically become merged in the drug categories 
which may lawfully be sold only in legitimate pharmacies? 


Not only have many important changes taken place in pharmaceuti- 
cal legislation, but there are more impending if the Committe on the 
Modernization of Pharmacy Laws affords any trustworthy criteria of 
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militant pharmaceutical opinion. At any rate, its attitudes toward the 
need to bring the pharmaceutical practice of physicians, dentists and 
veterinarians under permit control are interesting, if, indeed, they are 
not to be regarded as actual previews of legislative changes yet to be 
made. 


“The Committee also feels that the time has come to give real study and attention 
to the exemptions in pharmacy acts in favor of physicians, dentists and veterinarians. 
Of all the professional groups seeking to engage in any phase of pharmacy, it is highly 
probable that the dispensing doctor, the dispensing dentist and the dispensing veteri- 
narian are the least qualified for this work. 


“If it has been found in the public interest to require pharmacies to operate 
under annual permits and to require pharmacists to satisfy the state as to their com- 
petency when pharmacists are admittedly the best qualified persons to deal in drugs 
and medicines, then on what theory do we exempt physicians, dentists and veteri- 
narians whose training is tragically defective so far as pharmacy is concerned? If it 
has been found desirable in the public interest to require manufacturers of drugs, 
medicines, cosmetics, et cetera, to operate under annual permits issued by the Board 
of Pharmacy, and to require all manufacturing operations to be in charge of a regis- 
tered pharmacist or some other person whose technica! and scientific training and 
experience have been approved by the Board of Pharmacy, then again, on what 
theory do we permit the promiscuous dispensing of these same commodities on the 
part of physicians, dentists and veterinarians, without at the same time demanding 
of them some evidence of their qualifications for this work? 

“With these thoughts in mind, the Committee believes that physicians, dentists 
and veterinarians who desire to compound and dispense their own medicines, should 
be required to operate under annual permits issued by the Board of Pharmacy and 
that these permits should not be issued except in those cases where the board is satis- 
fied as to the competency of the applicant. The Committee, therefore, believes that 
im any modernized pharmacy act, this situation should be faced and legislation so 
drawn as to bring the dispensing doctor, dispensing dentist and dispensing veterinarian 
under reasonably satisfactory regulation and control, and that probably the best means 
of securing this control would be through permits issued by the Board of Pharmacy.” 


It is apparent that pharmaceutical legislation is in a state of change, 
and that the future will see still more exacting restrictions placed upon 
the practice of pharmacy and the production and distribution of drugs 
and medicines. But, as pharmacy standards are health standards, it 
seems certain that the pharmacy law, and food, drug, and cosmetic legis- 
lation, will become more and more important in their basic health 
significance. 


[The End] 
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Jurisdiction in 
Libel Proceedings 


James G. Flanagan 


General Counsel, S. B. Penick & Company 


HERE IS NO QUESTION that the provision in respect to 
seizure written into the Federal Food, Drug, and Cosmetic Act 
of 1938 would appear to, and certainly does in some respects, 
give the Federal Food and Drug Administration greater latitude than 
its counterpart in the Food and Drugs Act of 1906,? commonly known 


as the Wiley Act. 


The purpose of these comments is to explore in the light of indi- 
cated Congressional intent and court decisions certain aspects of that 
seizure provision. 


Under the 1906 Act, and without reference at this time to the so- 
called ‘‘executive seizure” that received so much attention in the original 
and subsequent bills that culminated in the 1938 Act; the limits to which 
Federal jurisdiction was considered applicable to shipments of foods and 
drugs were reasonably well defined and subsequently further delineated 
by court decisions. 

Section 10° of the Wiley Act permitted seizure of an adulterated 
or misbranded food or drug product, as follows: 


“Any article of food, drug. or liquid that is adulterated or misbranded within 
the meaning of this Act, and is being transported from one State, Territory, District, 


' Title 21, U. S. C., Sections 301-392 
? Title 21, U. S. C., Sections 1-15. 
Title 21, U. S. C., Section 14. 
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or insular possession to another for sale, or, having been transported, remains unloaded, 
unsold, or in original unbroken packages, or if it be sold or offered for sale in the 
District of Columbia or the Territories, or insular possessions of the United States, or 
if it be imported from a foreign country for sale, or if it is intended for export to a 
foreign country, shall be liable to be proceeded against in any district court of the 
United States within the district where the same is found, and seized for confiscation by 
a process of libel for condemnation. * * *” 
Under the present Federal statute (Section 304(a) ):* 


“Any article of food, drug, device, or cosmetic that is adulterated or misbranded 
when introduced into or while in interstate commerce, or which may not, under the 
provisions of sections 404° or 505,* be introduced into interstate commerce, shall be 
liable to be proceeded against while in interstate commerce, or at any time thereafter, 
on libel of information and condemned in any district court of the United States 
within the jurisdiction of which the article is found * * *.” (Italics added.) 

As expressed * by one student of the Act: 


“One of the most important changes in the seizure provisions relates to the time 
when seizures may be made, the 1938 Act having broadened the provisions of the 
1906 Act. Under the 1906 Act the offending article had to be adulterated or mis- 
branded at the very moment of seizure and could not be seized after it had once left 
interstate commerce but only so long as it was in process of transportation; or having 
been so transported in interstate commerce, it still remained in the original unbroken 
packages, or at least unloaded or unsold.” 


That author further commented that the 1938 Act provides that 
the offending article may be seized under the circumstances set forth in 
Section 304, quoted above, but except for reference to decisions regard- 
ing seizure under the 1906 Act, no attempt otherwise was made to indi- 
cate the extent of the change in respect to seizure involved in the 1938 


Act. 


Did Congress intend to change the generally accepted and reason- 
ably well defined role of the Federal authorities in respect to seizure by 
use of the new phraseology and by omitting the conditions under which 
seizure could be made after transportation had ceased, or did it contem- 
plate that the seizure doctrine of the 1906 Act was so well established by 
court decisions that it would be applied under the language of the new 
Act? From the legislative record and comment by the court that has 
been made on the point, it will be argued that from a jurisdictional stand- 
point no change in the former concept in the usual seizure case was 
contemplated, except, of course, in so far as the Act was broadened to 
provide for seizure of goods shipped in violation of Sections 404 and 505. 


* Title 21, U. S. C., Section 334 (a). 

5’ Title 21, U. S. C., Section 344. 

® Title 21, U. S. C.. Section 355. 

™ Toulmin, The Law of Foods, Drugs and Cosmetics (1942), p. 102. 
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Both the 1906 and the 1938 Acts depend upon the authority of Con- 
gress to regulate interstate commerce under the interstate commerce 
clause * of the Constitution.® 


10 


As stated by the court in one case: 


“Under the interstate commerce clause of the Constitution, Congress has been 
vested with full power to keep the channels of interstate commerce free from the 
transportation of illicit or harmful articles, and to make those deleterious to public 
health ‘outlaws of such commerce.’ So long as the means are appropriate to that end 
and do not violate any provision of the Constitution, Congress may be the judge of 
the means to be employed in exercising its powers.” 


And as again expressed:"' 

“It is well settled that Congress has the power, under the commerce clause of 
the Federal Constitution, to condemn the interstate transportation of misbranded drugs, 
and to make such articles contraband when so transported.” 

Even with the more exact and specific language of the 1906 Act, 
there was difficulty in establishing the limits of Federal jurisdiction in 
seizure actions and, in addition, much controversy centered around the 
question of whether the offending product had been shipped in interstate 
commerce ‘‘for sale,” as required in the earlier statute.’? 


By court decision ** the qualifying phrase ‘for sale’’ was for all 
practical purposes eliminated from the 1906 Act since it was directly 
held that shipment by the owner of a misbranded or adulterated food 
or drug product to himself at some other location, providing such move- 
ment was in interstate commerce, made the shipment subject to seizure. 
For that reason the qualifying phrase ‘for sale’’ which appeared to 
require for seizure under the 1906 Act more than a mere intercompany 
shipment of a misbranded or adulterated food or drug in interstate com- 
merce was appropriately eliminated from the wording of the new Act. 


The legislative record may, however, be said to substantiate that, 
except for that change, and the extension of seizure power to goods 
shipped in violation of Sections 404 and 505, the wording of the new 
law was designed to provide from a Federal jurisdictional standpoint 


* Constitution of the United States of America, Article 1. Section 8. 

* 443 Cans of Frozen Egg Product v. United States (U. S. Sup. Ct. 1912). 226 U. S. 
172: 33 S. Ct. 50. United States v. J. L. Hopkins & Co. (D. C. N. Y. 1912), 199 Fed. 649. 

” United States v. 935 Cases, More or Less, Each Containing 6 No. 10 Cans of Tomato 
Puree, Ladoga Canning Company (CCA 6 1943), 136 F. (2d) 523, certiorari denied, 320 
U. S. 778. 

" United States v. 62 Packages, More or Less, of Marmola Prescription Tablets (D. C. 
Wis. 1943), 48 F. Supp. 878. 

" Toulmin. The Law of Foods, Drugs and Cosmetics (1942), p. 27. 

'§ Philadelphia Pickling Co. v. United States (CCA 3 1913), 202 Fed. 150. 
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as proper for seizure action those situations set forth in the 1906 Act, 
namely those in which a food or drug was misbranded or adulterated 
while in interstate commerce, which may be further defined as goods 
segregated and set aside under contract for shipment,"* or actually in 
movement in interstate commerce, or after such shipment if still unloaded, 
unsold, or in the original unbroken packages. 


It is important to keep in mind that the various states have authority 
under their residual police power to enact appropriate legislation to safe- 
guard the health and welfare of their citizens '° and, in fact, statutory 
authority in that respect provided by state governments ** has been used 
to supplement the regulatory activities of the Federal government in 
cases where immediate quarantine of offending articles has been 
indicated. 


The history of the 1938 Federal Food, Drug, and Cosmetic Act 
discloses that the original bill "* that finally reached fruition in the 1938 
Act, was introduced in Congress in June, 1933, and referred to the Sen- 
ate Commerce Committee. In the accompanying memorandum "* pre- 
sented by Senator Royal S. Copeland indicating the differences between 
that bill and the then existing 1906 Act, he stated that “Sec. 16 author- 
izes seizure of articles in violation of the law pursuant to libel, or in 
cases where there is probable cause to believe that articles are adulter- 
ated so as to be imminently dangerous to health, upon the order of an 
officer of the Department, after which court jurisdiction attaches.” In 
comparing the seizure section of the bill with that contained in the 
Wiley Act, he explained that the latter contained no provision for 
“executive seizure,’ but other provisions were essentially the same. 


(Italics added. ) 


Similarly, the Senate Committee on Commerce in its report on 


S. 2800,'* a successor to S. 1944, commented that:*° 
“Section 10 of the Food and Drugs Act (1906) provides for the seizure by a 
process of libel! for condemnation of adulterated or misbranded food and drugs found 


4% United States v. 7 Barrels, etc. of Spray Dried Whole Eggs, (CCA 7 1944), 141 F. 
(2d) 767 

' Savage v. Jones (U.S. Sup. Ct. 1912), 225 U. S. 501, 32S. Ct, 715. 

“For examples of executive seizure under state laws, see Section 1365 New York 
State Drug and Cosmetic Act, Article 51, Book 16. McKinney's Laws of New York: 


New Jersey Food and Drugs Act, Title 24 Revised Statutes of New Jersey, Chapter 5 
Section 24 :4-12 


" S. 1944, 73d Congress, Ist Session, June 6, 1933. 

* Dunn, Federal Food, Drug, and Cosmetic Act (1938), p. 30. 
'*S. 2800. 73d Congress, 2nd Session, February 6. 1934. 

* Dunn, Federal Food, Drug, and Cosmetic Act (1938), p. 128. 
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in the channels of interstate commerce. Paragraph (a) of Section 16 would continue 
this form of remedial action against adulterated or misbranded foods, drugs and cos- 
metics * * *. Because of their potentially dangerous character, goods shipped 
from a factory not holding a permit, when so required under Section 12, would be 
subject to seizure in the same manner as those found on objective examination to be 
adulterated or misbranded. * * *" (Italics added.) 











One of the most powerful arguments raised against the several 
bills that began with S. 1944 and which culminated in the 1938 Act was 
that appropriate amendments to the then existing law would plug the 
gaps where needed and continue undisturbed and as a guidance to in- 
dustry the line of court decisions bearing on the 1906 Act. That the 
framers of the present Act had specific objectives in mind, which were 
carefully blocked out, and that they had no intention of disturbing work- 
able provisions and precedents is apparent from the Senate Commerce 
Committee report dated March 13, 1935,2" which stated that one of 
the innumerable objections to the bill was that by appropriate amend- 
ments to the old law, court decisions under it would be preserved but 
that in drafting S. 5 the language of every worthy provision of the old 
law was preserved. Only the language that afforded loopholes was 
rejected, it was stated, and thus court decisions on the provisions that 
had been perpetuated would continue applicable. 


le ee ee 


Court decisions under the seizure sections of both laws would, 
accordingly, appear applicable and serve as a guide to the scope of 
authority to be exercised thereunder. It is well understood that being 
a law designed to protect the public health the courts have consistently 
followed the doctrine that it should receive a liberal construction in order 
to accomplish its remedial purposes.** 


ee ee ee ae ae 


The remedy under Section 304(a) is an “in rem” action against the 
offending goods themselves, and is not a “search and seizure’ contra- 
vening the 4th Amendment of the Constitution;** the sufficiency of a 
libel may not be tested by an action seeking a declaratory judgment** 
but rather by filing exceptions to the libel; and being a civil action in rem 
against the offending goods themselves the petition of the United States 
Attorney need not be verified.*® 

1 Dunn, Federal Food, Drug, and Cosmetic Act (1938), p. 238. 


22 United States v. 62 Packages, supra, citing U. S. v. Lee (CCA 7 1942), 131 F. (2d) 
464; Florence Mfg. Co. v. Dowd Mfg. Co. (CCA 2 1910), 178 F. 73; Aronberg v. Federal 
Trade Commission (CCA 7 1942), 132 F. (2d) 165. 

** United States v. 935 Cases, supra. 

* United States v. 149 Gift Packages (D. C. N. Y. 1943), 52 F. Supp. 993 

*% United States v. 935,Cases, supra. 
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One of the earliest cases ** to reach the Supreme Court under the 
seizure section of the Wiley Act involved a shipment of preserved eggs, 
caused to be shipped by the owner from a warehouse in Missouri to 
his place of business in Illinois. There was no contention that the eggs 
had been removed from their original packages, but it was contended 
that they were not shipped in interstate commerce “for sale’ as required 
under Section 10 of the former Act. 


The court overruled that exception on the ground that all articles 
not intended for consumption by the producer are designed for sale. 


As expressed by the court: 


“The object of the law is to keep adulterated and misbranded articles out of the 
channels of interstate commerce, or, if they enter such commerce, to condemn them 
while being transported or when they have reached their destination, provided they 
remain unloaded, unsold or in original unbroken packages. These situations are 
clearly separate, and we cannot unite or qualify them by the purpose of the owner 


to be a sale.’ 


The question as to the power of Congress over goods shipped 
illegally in interstate commerce but later passed into the general mass of 
property in the state likewise was raised in that case and answered by 
the court by stating that there is no conflict of national and state juris- 
diction over property legally articles of trade, but in that situation because 
of illegal transportation the goods could not be given immunity by 
being mingled at the place of destination without defeating the purpose 
of the Act. It thus was early established that after an illegal shipment 
in interstate commerce and as long as the goods remained in their orig- 
inal unbroken packages, they were subject to Federal seizure action. 


In the following year (1912) another landmark case ** which has 
had an important part in influencing interpretations of the seizure sec- 
tions of both Acts was decided by the Supreme Court. This involved a 
conviction under a Wisconsin criminal statute which required, among 
other things, that certain products containing glucose be labeled to show 
its presence. The goods involved in the case had been shipped in 
interstate commerce, properly labeled in conformity with the Federal 
Act and the question arose as to the power of the state under such 
circumstances to interfere with their sale in the state. 


* Hipolite Egg Co. v. United States (U. S. Sup. Ct. 1911), 220 U. S. 45, 31 S. Ct. 364 
* McDermott v. Wisconsin (U. S. Sup. Ct. 1913), 228 U. S. 115, 33 S. Ct. 431. 


Libel Proceedings Page 225 











Here again the goods were in their original containers and thus the 
question as to whether authority extended to a shipment subsequently 
removed from its shipping and immediate container under the language 
of Section 10 of the Wiley Act was not directly in issue. Rather the 
decision stands for the general principle that while a state may make 
regulations to protect its people, the state may not under its police power 
impose burdens upon or discriminate against interstate commerce, or 
enact legislation in conflict with Federal statutes. 


Furthermore, neither this nor the Hipolité Egg case can hardly be 
cited without qualification for the conclusion that Congress intended 
to provide under the wording of Section 10 of the Wiley Act, or in the 
phrase ‘‘at any time thereafter’ in Section 304(a) of the 1938 Act, 
power to seize food or drug products which either had once illegally 
been shipped in interstate commerce, irrespective of the extent of their 
mingling with the mass of state property after reaching their destination; 
or to seize goods subsequent to a legal shipment, which have become 
deteriorated or damaged, notwithstanding the degree of their mingling 
with the mass of state property. 


It was sufficient for the purposes of deciding the Glucose case to 
hold, as it was, that the goods were still “unsold” and, hence, subject to 
Federal authority, even though removed from the original shipping cases 
and reposing in their immediate containers. The court clearly inter- 
preted the word “unsold” in Section 10 as designed to give Federal 
authority over goods shipped in interstate commerce, removed from their 
shipping packages, but still in their immediate containers. But its deci- 
sion cannot be said to stand generally for the proposition that goods 
which have been shipped in interstate commerce always thereafter re- 
main subject to Federal authority until their sale. In other words, the 
court interpreted the phrase “‘unsold’’ to attach jurisdiction to goods 
removed from the shipping container or “original package” but still in 
their immediate containers. 


It has been well established that the line of demarcation between 
Federal and state jurisdiction in respect to goods shipped in interstate 
commerce cannot be decided by simple application of the ‘‘original pack- 
age” doctrine. 
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As Justice Cardozo said in a case ** decided in 1935: 


“The test of the original package, which came into our law with Brown v. Mary- 
land, 12 Wheat. 419, is not inflexible and final for the transactions of interstate com- 
merce, whatever may be its validity for commerce with other countries. Cf. Wood- 
ruff v. Parkham, supra; Anglo-Chilean Nitrate Sales Corp. v. Alabama, 288 U. S. 218, 
226. There are purposes for which merchandise, transported from another state will 
be treated as a part of the general mass of property at the state of destination though 
still in the original containers. * * * There are other purposes for which the 
same merchandise will have the benefit of the protection appropriate to interstate 
commerce, though the original packages have been broken and the contents subdivided. 
* * * In brief, the test of the original package is not an ultimate principle. It is 
an illustration of a principle. It marks a convenient boundary and one sufficiently 
precise save in exceptional conditions. * * * The form of the packages in such 
circumstances is immaterial, whether they are original or broken.” 


This case, however, only ruled on the point that a state law pro- 
hibiting the sale of milk imported from another state below established 
prices was an unconstitutional burden on interstate commerce, whether 
applied to milk sold by the importer in the cans in which it was 
imported, or to milk sold in bottles in which it had been put after 
importation. 


It should not be considered authority for the legal conclusion that 
since the question of Federal jurisdiction over goods shipped in inter- 
state commerce does not rest solely upon the determination of whether 
the goods have continued in or have been removed from their outside 
shipping packages, their immediate containers, or both; it would neces- 
sarily follow that the Congressionally defined latitude of the Federal 
seizure power in Section 10 of the Wiley Act under the “original pack- 
ages’ doctrine could or should no longer be applied. 


It was, on the other hand, entirely within the discretion of Congress 
to draw the line of demarcation between Federal and state jurisdiction 
by the ‘original packages” phraseology written into the provisions of 


the 1906 Act. 


As expressed by the court in a case involving Section 2 of the 
Wiley Act:*° 


“*  *  * While the goods remained in the original unbroken package, they 
were subject to the commerce power of Congress; after they were removed and min- 
aled with the mass of local property, they were in general subject to the power of 
the state. Brown v. Maryland, 12 Wheat. 419, 62 L. Ed. 678; May v. New Orleans, 


* Baldwin v. G. A. Seelig (U. S. Sup. Ct. 1935), 204 U. S. 511, 55 S. Ct. 497 
* United States v. Great Atlantic € Tea Company (CCA 2 1937), 92 F. (2d) 610. 
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178 U. S. 496; 20 S. Ct. 976, 44 L. Ed. 1165; Austin v. Tennessee, 179 U. S. 343, 21 
S. Ct. 132, 45 L. Ed. 224; Weigle v. Curtise Brothers Co., 248 U. S. 285, 39 S. Ct. 
124, 63 L. Ed. 242; Hebe Co. v. Shaw, 248 U. S. 297, 39 S. Ct. 125, 63 L. Ed. 255. 
We think it was with this distinction in mind, and to avoid possible questions as to 
the power of Congress to make it a federal offense to offer for sale the goods after 
interstate commerce had cleared, that applicability of the section was limited in respect 
to receivers to the delivery or offering of the goods in original unbroken packages. 


Certainly under the 1906 Act it was well established that the offend- 
ing article was required to be adulterated or misbranded within the 
meaning of the Act at the time the government seized it and it was not 
sufficient that it was adulterated or misbranded when being transported 
from one state to another and thus liable to forfeiture during such 
transportation.*” 


An interesting case *' involving the seizure section of the present 
law arose recently in Ohio. A civil action was begun in which the gov- 
ernment sought judgment that artificially colored poppy seeds, shipped 
in interstate commerce to jobbers, were adulterated under the Federal 
Food, Drug, and Cosmetic Act, in that inferiority was concealed, and 
that a substance was added to make them appear better. The court was 
well satisfied from the evidence that the purchasers of the bulk material 
were well aware of the artificial coloring, especially since the goods were 
sold under a label which so stated. It was equally apparent that the 
ultimate consumers of the poppy seeds, namely, purchasers of bakery 
products in which they were used would not be advised that they had 
been artificially colored and the question for the court, accordingly, was 
whether the article was adulterated or misbranded under those circum- 
stances. 


The trial court stated that: 

“In view of the holding in a long line of decisions, the legality of the product 
must be tested by its condition at the time of seizure and not by what its conditions 
might be after it has passed beyond interstate commerce channels or been transposed 
from the packages in which it was shipped or changed in form or content.” 


In reversing the lower court's judgment dismissing the libel, the Cir- 
cuit Court of Appeals for the 6th Circuit in a decision dated January 31, 
1945, said that: 


“The (trial) court failed to apply correctly the principle that the true test is 
whether the article was adulterated when shipped and while in interstate commerce.” 
(Italics added.) 

%” United States v. 5 Boxes of Asafoetida (D. C. Pa. 1910), 181 Fed. 561. 

** United States v. 2 Bags, More or Less, Each Containing 110 Pounds, Poppy Seeds 
(D. C, Ohio 1945), 54 Fed. Supp. 706. 
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It may perhaps be argued that by that decision the circuit court 
construed the wording of the present seizure section to mean that the 
authority of the Federal government had been extended to foods and 
drugs after an interstate shipment had been completed whether or not 
they had been transported from the original shipping packages or 
changed in form or content. This would, however, appear to go beyond 
the actual conclusion of the court since the question was not raised in 
regard to the merchandise after it had been removed from the original 
shipping packages, but on the contrary the libel was directed solely 
against the merchandise in the containers in which it was shipped while 
in interstate commerce and the sole issue was whether the goods were 
adulterated within the meaning of Section 342(b), Title 21 U. S. C. 
at the time they were found in interstate commerce. 


Furthermore, the case was not decided on jurisdictional grounds 
since no question that the goods were or were not in interstate commerce 
was raised. It merely established that the goods being in interstate com- 
merce, it was within the power of the Federal government to condemn 
them if under the circumstances they were adulterated in relation to the 
ultimate user. 


If the same poppy seeds, so transported in interstate commerce had 


not been seized in the original bags but instead had been used after 
delivery by a local baker, it is doubtful if the same result would have 
been obtained had the Federal government attempted to condemn the 
final product in which they were used. The actual case and this hypo- 
thetical situation represent the rather extreme difference between the 
application of the “original packages” doctrine in establishing Federal 
jurisdiction, or the lack of it, and perhaps explains the apparent inclina- 
tion of the court to follow the lines of Federal and state jurisdiction for 


seizure defined by the Wiley Act. 


It may be added that the Poppy Seed case even failed to overrule 
the doctrine expressed in Linited States v. 492 Cases, More or Less, of 
Orange Juice, Each Case Containing Two One-Gallon Jugs, 20 F. Supp. 
520, since the court made a clear distinction between adulteration while 
in interstate and intrastate commerce. As expressed by the court: 


“In the Orange Juice case, there was no finding of fact that the ultimate con- 
sumer would be misled. In the instant case, the contrary is true. In the Orange Juice 
case, the adulteration occurred after the product was no longer in interstate commerce; 
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in the instant case, the adulteration occurred before the goods were placed in inter- 
state commerce and existed at the time of seizure.” 


Conclusion 


It is well established that so long as a food or drug product is adul- 
terated or misbranded at the time of shipment in interstate commerce 
or during such transportation, or after, it is subject to seizure under the 
Federal Act, if in the original unbroken packages. Similarly while food 
or drug products that once have been legally shipped in interstate com- 
merce remain in their original unbroken packages, they are liable to 
seizure if through deterioration or accident, or otherwise, they become 
adulterated or misbranded after transportation has ceased. 


In the absence of clear Congressional intent, however, which ap- 
pears to be lacking, to project Federal jurisdiction in libel proceedings 
under Section 304(a) beyond the “original packages” doctrine estab- 
lished under the 1906 Act, and in the light of the statement by the 
author of the 1938 Act that except for the provision in respect to ‘‘exec- 
utive seizure,’ which as a matter of fact was not included in the final 
enactment, the courts may properly continue to interpret Section 304(a) 
as giving to the Federal authorities the same latitude in respect to seizure 
as that under Section 10 of the 1906 Act, except for the extension of 
the seizure power to merchandise shipped in violation of Sections 404 
and 505. 


The phrase “while in interstate commerce,’ which appears promi- 
nently in the seizure section and which has been emphasized by the 
courts in decisions under the 1938 Act has legal and practical ground 
for acceptance as a guide to the intended scope of authority to be exer- 
cised under Section 304(a). And the legislative record supports the 
conclusion that the framers of the seizure section of the 1938 Act had 
in mind the “original packages doctrine” in writing the phrases ‘‘while 
in interstate commerce” and “‘at any time thereafter’ into Section 304(a). 


[The End| 
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Some FOOD LAW PROBLEMS 
Confronting the 
Manufacturer... 


W. A. Ferguson . . . General Attorney, Sunshine Biscuits, Inc. 


VERY reputable manufacturer of food is heartily in sympathy with 
the purposes of the Federal Food, Drug, and Cosmetic Act and is 
anxious to comply fully with its provisions and the regulations pro- 

mulgated thereunder. However, in order that manufacturers may be 
able to comply to the fullest degree, it is highly essential that the stand- 
ards of compliance and the regulations should be established in such 
detail and clarity that the excuse of a lack or indefiniteness of such 
standards or regulations could never be convincingly offered by an al- 
leged offender. 


One of the most, if not the most, serious problem of a food manu- 
facturer arises in connection with the demands of the Food and Drug 
Administration regarding sanitation. The provision of the law itself 
on this subject is contained in Section 402(a) (4), viz. 

“A tood shall be deemed to be adulterated * * * if it has been prepared, 
packed, or held under insanitary conditions whereby it may have become contami- 
nated with filth, or whereby it may have been rendered injurious to health.” 

This so-called ‘““may have” clause is extremely broad, to say the 
least, and subject to many varied interpretations. However, up to the 
present time, no regulations, standards, or definition of ‘‘insanitary 
conditions” has ever been issued by the Food and Drug Administra- 
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tion. Further, if any instructions have been issued or given to the 
department inspectors advising them as to what is meant by “‘insanitary 
conditions," manufacturers have received no inkling as to what such 
instructions are. 


Naturally, quality food manufacturers desire to maintain their 
plants in as sanitary a condition as is possible and practicable, and use 
every safe and proved method to eliminate rodents, insects and vermin, 
.and the conditions under which they thrive and spread. This is a very 
difficult and a continuous, arduous task. Raw materials arriving by rail 
or boat after delayed journeys sometimes have become infested on the 
way. Constant inspection, sampling and testing of raw materials are 
necessary to prevent the introduction of weevils and other insects into 
the plant. Buildings are subject to settling; roofs and walls deteriorate. 
As a result it becomes increasingly difficult to keep out rodents and 
requires constant vigilance to eliminate every possible means of access. 
Rats have been found on occasion to have entered plants by way of 
crevices in the roof. 


Inside the building activity is likewise necessary to catch or other- 
wise to destroy such pests as have obtained entry. For a considerable 
time and even now, food manufacturers are uncertain as to what poisons 
may be used for this purpose and to what extent. Under the “may 
have” clause of the regulations above referred to, it would seem that 
the use of any insecticide or other form of poison in a food plant would 
subject the manufacturer to a violation of Section 402(a)(4) of the law 
covering adulteration. We do know that the word “‘‘poison”’ is a rela- 
tive one, and manufacturers feel strongly that regulations on this subject 
should be worked out by the Administration in cooperation with them 
to issue a list of permissible insecticides and rodenticides. 


A minor problem in all food plants is the type of floors to be used 
with a view to the best sanitary conditions, considering as well the life 
of the floors and their adaptability so far as their use by employees who 
work while standing. Standards of various flooring acceptable to both 
the Department and manufacturers could be readily established by 
friendly conferences. 
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W. A. Ferguson 


Food manufacturers 
are in sympathy with 
the suggestion that the 
food industry should 
define standards of 
sanitation 





Another perplexing problem important to food manufacturers is the 
question of the tolerances which may be allowed by the Food and Drug 
Administration. Section 402(a)(3) states that a food shall be deemed 
to be adulterated if it consists in whole or in part of any filthy, putrid 
or decomposed substance. This statement implies that all food must be 
entirely free of filthy or decomposed substances, but, of course, this is 
a practical impossibility when dealing with certain food products. If a 
technician carefully examines a food product under the delicate laboratory 
tools which are at his command, he is certain to find some evidence of 
mold spores, bacteria or other materials which could be regarded as a 
“filthy substance.” 


Since most foods are agricultural products grown in open fields, 
they are subject to many types of contamination ranging from bacteria 
through molds, insects and even to animals. In view of this practical 
aspect, it is impossible to obey the strict letter of the law because no 
such food can be absolutely free from a contaminating substance. 


In view of this, in making interpretations, it is necessary for the 
Food and Drug Administration to set up certain tolerances within its 
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own organization. In this way it is possible to draw a line between 
products which they feel are satisfactory and those which are unsatis- 
factory for human food. As agricultural producers turn to better cul- 
tural practices and improved varieties, and as food manufacturing proc- 
esses become more sanitary, it will be possible for these tolerances to 
be lowered. 


The aspect of tolerances which is disconcerting to the food manu- 
facturer is that the Food and Drug Division does not publicly state 
the tolerances which they are using in arriving at a decision as to 
whether or not the food is acceptable for human consumption. 


Some years it is much more difficult to maintain a high standard of 
purity, particularly in certain fruit products, such as raisins and figs. 
Adverse growing conditions affect their quality to such an extent that it 
is almost impossible to purchase fruit in a poor year with as high a 
quality as may have been standard in a previous year. With such 
changes in quality, presumably modified standards are temporarily set 
up to meet the situation; otherwise in certain crop years such fruits 
would be practically unavailable for use. This lack of official announce- 
ment of tolerances, however, makes it increasingly difficult for the food 


industry to police its own products since they do not know exactly how 
high a quality of the various food items the Food and Drug Adminis- 
tration demands. 


Whether tolerances should be stated publicly is a debatable ques- 
tion. Perhaps a satisfactory compromise would be to have the tolerances 
announced for a definite period and to keep them flexible, indicating that 
the Administration might change the standards periodically to fit the 
conditions which may arise. 


The problem of slack-filled packages under Section 403(d) of the 
Act also rises to haunt the food manufacturer on occasion. It reads 
as follows: 

“A food shall be deemed to be misbranded * * * (d) if its container is so made, 
formed or filled as to be misleading.” 

As pointed out in the able article on “The Slack-Filled Package 
Law,” by Franklin M. Depew, in the Food Drug Cosmetic Law 
Quarterly, Volume 1, p. 89, the manufacturers of gelatin desserts worked 
with the Administration for six and one-half years to solve their special 
packaging problems. As it is pointed out at page 90 of this article, the 


Page 234 Food Drug Cosmetic Law Quarterly—June, 1946 





working arrangement to adopt an improved packaging machine to make 
a smaller package did not receive the approval of the Administration, 
since the Administration's position is that it has no authority to approve 
any package as the courts would have to decide whether or not it would 
prove misleading. 


The administration of the law in respect to ‘‘slack-filled” packages 
has been unusually good, however. Of course, with the broad language 
of the section it is easy to understand why opinions readily differ as 
to its interpretation. The one problem of biscuit manufacturers in this 
connection has arisen with its ““dump-filled"’ packages as contrasted with 
packages packed by hand. Cereal manufacturers have also faced this 
same problem. By “dump-filling’ is meant the mechanical pouring out 
of crackers or cereal from a measure into an open package, which 
crackers or cereals have been mechanically weighed before “dumping.” 
When the crackers or cereals are dumped in quickly in mass fashion 
naturally the package fills up with a lesser quantity of goods than if 
they were hand packed. Subsequently they settle, leaving air space at 
the top of the package. The legend weights on the packages are correct 
although a consumer upon opening might feel that on account of the air 
space at the top the package had been “‘slack-filled.”’ 


It would seem, in view of the uncertainty as to the meaning of 
Section 403(d) of the law and the paucity of interpretations thereof 
by decisions of the Federal courts, that for the clarification of the law 
and the edification of manufacturers either the courts should be asked 
to hand down a declaratory judgment or an attempt should be made to 
amend the law so as to set forth in some detail what constitutes a mis- 
leading container and whether or not intent to deceive or mislead on 
the part of the manufacturers is necessary in determining whether the 
law has been violated. 


Naturally in the absence of such definition or clarification by the 
courts the Administration has been compelled to interpret this section 
strictly. However, such interpretation has been constructive and the 
Administration has been reluctant to press charges of violation except 
when it has been indicated fairly clearly that an intent to mislead or 
deceive has been present. 


Scientific research formed the basis for the Food, Drug, and Cos- 
metic Law and has also been continuously necessary in the establishment 
of definitions and standards for the products covered by it. It has also 
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been important in developing analytical methods required for the en- 
forcement of the law. 


Such research is necessary in the first place to establish whether a 
product is harmful or injurious to persons. This involves clinical medical 
research and all types of chemical investigation. It also is essential to 
develop the analytical methods for the determination of the purity of 
products and to detect adulterants and harmful ingredients. 


In the field of nutrition all leading food manufacturers have for 
some time engaged in extensive scientific research. The tasks of food 
chemists have been greatly increased because of shortages of raw ma- 
terials essential to baking and other processing of food products. Their 
work during the war just ended led to the development of new and more 
nutritional foods for the armed forces. Of course, such developments 
are under the constant supervision of the Administration; and as fre- 
quently happens when experts in any field are involved, differences of 
opinion arise. The pressure of war naturally led to an earlier ironing 
out of such differences and enabled the development work to proceed 
much more rapidly than in normal times. 


It is the general feeling among food manufacturers that the pro- 


longed delays of the Administration in acting upon matters particularly 
involving scientific research are not the fault of the Administration but 
rather due to the lack of funds and personnel necessary to handle the 
countless problems facing it. Leading food manufacturers are greatly 
interested in nutritional research and for that purpose established Nutri- 
tional Foundations, Inc., which is carrying on a very extensive work in 
this field. The continued cooperation of the Food and Drug Adminis- 
tration with its activities is greatly appreciated. 


One further problem in connection with scientific research con- 
cerns itself with the secrecy desired and sought. Each manufacturer 
naturally desires to keep to himself all new developments in processes, 
machinery and equipment. Of course, inspectors from the Adminis- 
tration are entitled to examine the equipment in use wherever the food 
manufactured is going into interstate commerce, but from experience it 
is felt that some inspectors are too free to pass on to competitors facts 
regarding such new developments. Greater emphasis on maintenance 
of secrecy in such cases by the government employees should be a part 
of the Administration's strict instructions. 


Page 236 Food Drug Cosmetic Law Quarterly—June, 1946 





The question of proper labelling is another problem facing manu- 
facturers. If only it were possible that the Administration could or 
would indicate when labels are submitted whether they are acceptable 
and comply with the law's requirements, much worry, grief and expense 
would be saved. Under present conditions, a manufacturer every time 
he makes a change in a label on a food package takes a chance that 
after it has been affixed to the product and the merchandise has been 
distributed widely throughout the trade, an Administration inspector 
may decide that the label does not meet the law's requirements, and as a 
result he may be compelled to recall all the merchandise scattered far 
and wide, destroy much of it, destroy enormous quantities of unused 
labels and suffer substantial loss. We do not know that such cases 
have actually happened, but such a possibility exists. Is there not some 
feasible method for eliminating such a possibility? 


Another feature in connection with the enforcement of the law 
which greatly annoys and embarrasses the manufacturer of food prod- 
ucts is the procedure requiring libels against contaminated or adulterated 
raw food materials to be served upon the manufacturer after such raw 
materials have come into his possession rather than upon the supplier 
even when the raw materials were in such adulterated condition at the 
time of delivery for introduction into interstate commerce. There is no 
complaint regarding such service of libel upon the manufacturer when 
such adulteration has taken place in transit or subsequent to its delivery 
to the manufacturer. However, it seems like a sham battle. To subject 
manufacturers to litigation covering food, such as figs, raisins and other 
fruits purchased from growers and packers, when the real quarrel is 
between the Administration and the growers and packers, is somewhat 
of a travesty. Here again it would seem that some more logical legal 
procedure could be devised either by amendment of the law or by con- 
sent of both contestants. If possible, all parties in interest or at least 
the chief parties in interest should be made to appear in such proceedings 
so that no further litigation would be required to adjust properly the 
rights of the various parties. 


One other cause of disturbance to food manufacturers in connection 
with law enforcement, particularly in years gone by, has been the con- 
flict of opinions between state and city health authorities and the repre- 
sentatives of the Federal Food and Drug Administration. It was most 
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disconcerting, after having been inspected by local authorities and having 
attempted to comply with the local ordinances, to be visited by the Fed- 
eral inspectors and to find that the changes made had either not been in 
accord with their ideas or not gone far enough. At times, this re- 
sulted in considerable duplication of work and added expense. How- 
ever, in later years we are glad to say that in many instances representa- 
tives of both local and Federal bureaus have inspected together and 
coordinated their decisions. Large manufacturers, being subject to Fed- 
eral, state and municipal laws and ordinances, naturally feel much 
encouraged by this spirit of greater cooperation between formerly con- 
flicting enforcement agencies and hope that there may be further prog- 
ress made along this line. 


It also would be a welcome innovation if, when representatives of 
the Administration find that some practice or condition in a manufac- 
turer's plant is objectionable, they would be permitted to suggest the 
modifications or changes which could and should be made to overcome 
the objections found. 


Food manufacturers are heartily in sympathy with the recent sug- 
gestion that the food industry should define the standards of sanitation 
in a basic sense, acting voluntarily and in consultation with the Food 
and Drug Administration. This suggestion presented to the Adminis- 
tration by Charles Wesley Dunn, Esq., General Counsel for the Grocery 
Manufacturers of America, was most favorably received by Paul B. 
Dunbar, Commissioner of Food and Drugs, in a letter to Mr. Dunn, 
dated April 22, 1946, in which he says, among other things: 

“Anything which we can do to accelerate this program will be helpful. Obvi- 
ously our facilities are not sufficiently great to permit us to draft detailed information 
sheets of this sort for all the different kinds of food, drug and cosmetic establishments 
which are in this country, but if each industry were to initiate proposed sanitation 
guides we will be quite willing to consult with them.” 

From a practical standpoint, as heretofore stated herein, a similar 
program voluntarily prepared by manufacturers regarding tolerances, 
slack-filling of packages and labelling, cooperating with the Administra- 
tion, would do much to simplify the problems of the manufacturer and 
to bring about a more satisfactory compliance with the law. It also 
would lessen the number of enforcement proceedings and lighten the 
burden of the compliance division. 


[The End] 
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Newell W. Ellison -. . . a member of the firm of Covington, Burling, 
Rublee, Acheson and Shorb, Washington, D. C., and Counsel for 


National Association of Food Chains 


NDER CONSIDERATION by the House Committee on Inter- 
state and Foreign Commerce of the present Congress is a pro- 
posal’ to broaden the scope of judicial review of the findings 
of fact and orders of the Federal Trade Commission under Section 5 of 
the Federal Trade Commission Act.? This proposal is of far-reaching 
importance to all those whose day-to-day operations are subject to the 
Federal statutes enforced in whole or in part by the Federal Trade 
Commission. These include not only the prohibition of unfair methods of 
competition and unfair or deceptive acts or practices in commerce pro- 


1H. R. 2390, 79th Cong., Ist Sess., introduced February 27, 1945. An abstract of 
the entire bill may be found in the Food Drug Cosmetic Law Quarterly, Volume 1, 
pp. 139-140. Hearings were held before a subcommittee of the Committee on Interstate 
and Foreign Commerce beginning on January 29. 1946, and continued intermittently 
through March 11, 1946, 

715 U.S. C. Section 45 
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vided for in Section 5 of the Federal Trade Commission Act, but also 
the prohibition of false advertisement of foods, drugs, devices and 
cosmetics which is defined by Section 12 of that Act* as an unfair or 
deceptive act or practice in commerce within the meaning of Section 5.* 
The Federal Trade Commission has likewise asserted jurisdiction to pro- 
hibit by cease and desist order under Section 5 practices which are found 
to be in violation of the Sherman Antitrust Act.° 


While the Reece Bill does not seek to amend Section 11 of the 
Clayton Act,® which authorizes Federal Trade Commission enforce- 
ment of that Act, particularly as amended by the Robinson-Patman Act 
of 1936, the arguments made for amendment of Section 5 of the Federal 
Trade Commission Act would appear to apply with equal force to Sec- 
tion 11 of the Clayton Act. They likewise-bear analogously upon the 
statutory requirement of substantial evidence contained in Section 701 
of the Federal Food, Drug, and Cosmetic Act.’ For though the admin- 
istrative rule making function of the Federal Security Administrator, 
in establishing standards of identity and minimum standards of quality 
for foods, can for many purposes be differentiated from the adjudicatory 
function of the Federal Trade Commission,’ there is a close parallel 
on the key issue as to what evidence should be required to support an 
administrative finding—with which the Reece Bill discussions have 
been largely concerned. It would seem that legal questions presented 
by an appeal under Section 505 (h)® which deals with new drugs would 
be identical on any issue of substantiality of the evidence since both this 
provision and Section 5 of the Federal Trade Commission Act provide 
for the same degree of review. 

In this paper we suggest numerous reasons in support of those 


provisions in the Reece Bill which are intended to increase the scope of 
judicial review of the findings of fact and orders of the Federal Trade 


Commission. 


*15 U.S. C. Section 52. 

*Section 4 of the Export Trade Act of April 10, 1918, 15 U. S, C. Section 64, brings 
within Section 5 of the Federal Trade Commission Act unfair methods of competition 
in export trade. Likewise, violations of the Wool Products Labeling Act of October 14, 
1939, 15 U. S. C. Section 68, are enforceable as unfair or deceptive acts or practices in 
commerce under Section 5 of the Federal Trade Commission Act. 

515 U.S. C. Section 1 et seq. 

15 U.S. C. Section 21. 

722 U.S. C. Section 371. 

* Cf. Markel, Federal Food Standards, Food Drug Cosmetic Law Quarterly, Volume 1, 
pp. 28, 38. 

® 22 U. S. C. Section 355 (h). 
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Introduction 


Section 5 (c) of the Federal Trade Commission Act * provides 
that any order issued by the Federal Trade Commission to cease and 
desist from any method of competition it has found unfair or any act 
or practice it has found unfair or deceptive may be reviewed by the 
appropriate circuit court of appeals of the United States upon petition 
of the party to whom the order is addressed. Upon such petition the 
Commission is required to file in the court “a transcript of the entire 
record in the proceeding, including all the evidence taken and the 
report and order of the Commission.” The court is empowered “to make 
and enter upon the pleadings, evidence and proceedings set forth in 
such transcript a decree affirming, modifying or setting aside the order 
of the Commission . . . ."" The scope of the court's review is circumscribed 
by the provision that ‘the findings of the Commission as to the facts, 
if supported by evidence, shall be conclusive.” 


Section 1 of H. R. 2390, introduced by Mr. Reece of Tennessee, 
proposes to amend the foregoing provision by expressly authorizing 
the court in its decree to modify the order of the Commission “as in its 
judgment the circumstances of the case require.” "' 


It would also amend Section 5 (c) so as to require the findings of 


the Commission to be “‘supported by the preponderance of the evidence”’ 
in order to merit the status of conclusiveness.’* 


Our support of these provisions can in no way be construed as a 
criticism of the integrity or fidelity with which the Commission performs 
the duties placed upon it by the Act creating the Commission. The Com- 
mission is composed of men of the highest integrity but they, like all 
men, make errors in judgment and our support of an adequate review 
of their findings and orders seeks to do no more than endeavor to 
correct errors that inevitably befall the acts of men. As will be seen, 
the need for more adequate review is perhaps due not so much to the 
historical inadequacy of the substantial evidence rule as it is to the recent 
dilution of that rule in its application by the appellate courts to the 
activities of administrative tribunals. Whatever the reason, the fact 
remains that litigants feel that existing review of the Commission's find- 


” 15 U.S. C. Section 45 (c). 
" Italics supplied. 
2 Italics supplied. 
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ings by the courts is inadequate and that an enlargement of the scope 
of the review is necessary to correct this situation. 


Existing Scope of Review 
Review of the findings of fact of the Federal Trade Commission 
is now governed by what is known as the substantial evidence rule.*® 
This rule has been construed so as to confine judicial review of the actions 
of administrative agencies within very narrow limits. In Neff v. Federal 
Trade Commission,‘ the Circuit Court of Appeals for the Fourth Cir- 


cuit said: 


“It is settled beyond controversy that under such a statute, this court may not pass 
upon the weight to be given to conflicting testimony. If the findings of the Com- 
mission are supported by substantial evidence, they are binding upon us.” ” 


An indication of how this rule of review has limited judicial dis- 
cretion is to be found in Federal Trade Commission v. Standard Educa- 
tion Society..° Here, the Circuit Court of Appeals for the Second 
Circuit was totally unimpressed by certain findings of the Commission: 


“Coming now to the practices forbidden, the first and third clauses of the order 
were in substance the same; they forbade representing that the ten books were 
given away and that only the ‘extension service’ was sold. It is true that the Com- 
mission is not to sanction unfair trade practices merely because they are of long 
standing; its duty is to bring trade into harmony with fair dealing. Federal Trade 
Comm. v. Winsted Hosiery Co., 258 U. S. 483, 493, 494, 42 S. Ct. 384, 385, 386, 66 
L. Ed. 729. To the discharge of that duty it should not, however, bring a pedantic 
scrupulosity; too solicitous a censorship is worse than any evils it may correct, and a 
community which sells for profit must not be ridden on so short a rein that it can 
only move at a walk. We cannot take seriously the suggestion that a man who is 
buying a set of books and a ten years’ ‘extension service, will be fatuous enough to 
be misled by the mere statement that the first are given away, and that he is paying 
only for the second. Nor can we conceive how he could be damaged were he to 
suppose that that was true. Such trivial niceties are too impalpable for practical 
affairs, they are will-o'-the-wisps, which divert attention from substantial evils.” ™ 


Other findings were, the court felt, wholly without proof: 


“For the eighth [clause] which forbade the use of such testimonials which had not 
been given by the person whose name was used, we have been able to find no sup- 
port in the evidence; and we are referred to none except the conclusions of one, 
Nixon, which are outweighed by her identification of the handwriting of the person 
whose name was used.” * 


3 See Consolidated Edison Co. v. National Labor Relations Board, 305 U. S. 197, 
229 (1938). 

4117 F. 2d 495 (C. C. A. 4th 1941). 

1% Id. at 497. 

% 86 F, 2d 692 (C. C. A. 2nd 1936), reversed, 302 U.S. 112 (1937) 

1 Jd. at 695-696. 

1% Id. at 697. 
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The Supreme Court, however, unanimously reversed the Court of Ap- 
peals, holding that it had no “right to ignore the plain mandate of the 
statute which makes the findings of the Commission conclusive as to 
the facts if supported by testimony.”’*® 


In Jacob Siegel Co. v. Federal Trade Commission,*® the court quoted 
as applicable to a Federal Trade Commission case the following state- 
ment by the Supreme Court in Medo Photo Supply Corporation v. 
National Labor Relations Board:” 


“It has now long been settled that findings of the Board, as with those of other 
administrative agencies, are conclusive upon reviewing courts when supported by evi- 
dence, that the weighing of conflicting evidence is for the Board and not for the courts, 
that the inferences from the evidence are to be drawn by the Board and not by the 
courts, save only as questions of law are raised and that upon such questions of 
law, the experienced judgment of the Board is entitled to great weight.” 


Under the substantial evidence rule as enunciated in Federal Trade 
Commission v. Standard Education Society, supra, and as stated even 
more strongly in other cases, the appellate court is prevented from set- 
ting aside or modifying the findings of the Commission not only if it 
feels that a different conclusion would be reasonable but even if it feels 
that the conclusion of the Commission is clearly erroneous, and, upon 
a consideration of all the evidence, it would reach a different conclusion.** 


The Circuit Court of Appeals for the Second Circuit has said that even 
if the Commission wished to rely on testimony that was biased, it could 
not interfere whatever might be its own indisposition to rely on such 
testimony.** An even more extreme statement is to be found in Con- 
solidated Edison Co. v. National Labor Relations Board,** where the 
Circuit Court of Appeals for the Second Circuit sustained the Board's 
finding of discrimination because the record was not “wholly barren 


” Federal Trade Commission v. Standard Education Society, 302 U. S. 11 117 (193 

* 150 F. 2d 751, 755 (C. C, A. 3rd 1944, reversed on other grounds, Sup. Ct. March - 
1946, 14 U. S. Law Week. 4268). 

1 321 U. S. 678. 681-682 (1944). 

22 Swayne & Hoyt, Ltd. v. United States, 300 U. S. 297, 304 (1937): Manufacturers 
Railway Company v. United States and Interstate Commerce Commission, 246 U. S. 457 
482 (1918); Moretrench Corporation v. Federal Trade Commission, 127 F, 2d 792, 794-795 
(C. C. A, 2nd 1942). 

*3 Segal v. Federal Trade Commission, 142 F. 2d 255 (1944). Cf. the strong language 
of the Supreme Court in National Labor Relations Board v. Waterman Steamship Corp., 
309 U. S. 206, 226 (1940) that ‘‘whether the court would reach the same conclusion as 
the Board from the conflicting evidence is immaterial] and the court’s disagreement with 
the Board could not warrant the disregard of the statutory division of authority set up 
by Congress.”’ 

405 F. 2d 390, 397 (1938), affirmed, 305 U. S, 197, 229 (1938). 
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of evidence” to support it and the Supreme Court held that the sub- 
stantial evidence rule had been satisfied. 


Scope of Review of Courts 


It is pertinent to inquire into the scope of review to which the findings 
of a trial court are subject. In this connection, Rule 52 (a) of the 
Federal Rules of Civil Procedure provides: 


“In all actions tried upon the facts without a jury, the court shall find the facts spe- 
cially and state separately its conclusions of law thereon and direct the entry of the 
appropriate judgment; and in granting or refusing interlocutory injunctions the court 
shall similarly set forth the findings of fact and conclusions of law which constitute 
the grounds of its action. Requests for findings are not necessary for purposes of 
review. Findings of fact shall not be set aside unless clearly erroneous, and due re- 
gard shall be given to the opportunity of the trial court to judge of the credibility 
of the witnesses.” ” 


This—the clearly erroneous rule—was derived from the prior equity 
practice with respect to appellate review of the findings of fact of a trial 
court. Such findings were presumptively correct but would be set aside 
if clearly against the weight of the evidence.** According to the Honor- 
able William P. Mitchell, Chief of the Advisory Committee on the 
drafting of the Rules, the findings of a trial court where a jury is waived 


or there is no right to a jury—whether in law or in equity—‘‘can be set 
aside if against the clear weight of evidence, even though there is some 
evidence that might support a verdict or findings in a law case under 
the old system.” ** 


The Supreme Court has recently had opportunity to analyze the 
scope of review permitted under the clearly erroneous rule: 


“This statute was enacted in May, 1938. The law at that time as to the review of 
findings of fact in equity was, as stated by Mr. Justice Brandeis for the Court, ‘in 
equity, matters of fact as well as of law are reviewable . . .. Virginian Ry. Co. v. 
United States, 272 U. S. 658, 675. Findings of fact by the trial judge of course were 
presumptively correct and were accepted by reviewing courts unless clearly wrong. 
Butte & Superior Copper Co. v. Clark-Montana Realty Co., 249 U. S. 12, 30. This 
rule, however, did not deny power to the Circuit Court of Appeals to review facts, 
but rather went to the weight to be accorded to the findings of a lower court and 
had special pertinence where credibility of witnesses was involved. This Court had 
a well-settled rule that ‘when two courts have reached the same conclusion on a ques- 
tion of fact, their finding will not be disturbed unless it is clear that their conc!lu- 


*% 28 U.S. C. 723 (c). Italics supplied. 

% Aetna Life Ins. Co. v. Kepler, 116 F. 2d 1, 4-5 (C. C. A. 8th 1941). 3 Moore’s 
Federal Practice, 3115 et seq. Note to Rule 52 (a) 28 U.S. C. A. 723 (c). 

2 Rules of Civil Procedure, Annotated, Appendix, p. 199. 
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sion was erroneous.’ Baker v. Schofield, 243 U. S. 114, 118. Such a rule would have 
no support in reason if the second court could not make its findings as a result of 


its own judgment.” 
* * * . . 


“We conclude, therefore, that the Court of Appeals has power to review decisions 
of the Board of Tax Appeals as under the equity practice in which the whole case, 
both facts and law, is open for consideration in the appellate court, subject to the 
long-standing rule that findings of fact are treated as presumptively correct and are 
accepted unless clearly wrong. The Court of Appeals therefore had power to set 
aside the determination of the Board of Tax Appeals if convinced, as it was, that 
the Board was clearly wrong. We are not called upon to separate factual from legal 
grounds of decision and to determine if reversal of the Board of Tax Appeals by the 
Court of Appeals could stand on questions of law alone.” * 

Thus, it is clear that both the new federal rules and prior federal 
equity practice afford an appellate court much more discretion in review- 
ing the findings of fact of a trial court than in reviewing those of the 
Federal Trade Commission. When it feels that a trial court's view of the 
facts is incorrect, it is free to consider all the facts and grant the peti- 
tioner proper relief. In doing so, it may determine the weight to be given 
conflicting evidence, draw its own inferences from the facts, and, having 
thoroughly evaluated the evidence, decide whether the whole record is 
inconsistent with the findings of the trial court. When reviewing the 
findings of fact of the Federal Trade Commission, the appellate court 
is practically forced to determine that no sane person could come to the 
conclusion at which the Commission arrived before it can grant relief 
to the petitioner. So long as the record is not “wholly barren of evidence’ 
to support the findings of the Commission, those findings must stand. 


The imposition of greater restrictions upon the appellate court when 
reviewing the findings of the Commission than when reviewing findings 
of a trial court has no justification. Neither the area nor the effect of 
the Commission's activity is substantially different from that of the 
courts. The Federal Trade Commission Act declares unlawful unfair 
methods of competition in commerce and unfair or deceptive acts or prac- 
tices in commerce, and charges the Federal Trade Commission with the 
responsibility of preventing use of such methods, acts and practices. 
These offenses against the community's judgment as to decent and moral 
business operations are not peculiar to the jurisdiction of the Commis- 

** District of Columbia v. Pace, 320 U. S. 698, 701-703 (1944). The First Circuit's 
comment regarding Rule 52 (a) in Fleming v. Palmer, 123 F. 2d 749, 751 (1941) sharply 
contrasts it to the substantial evidence rule: 


“A finding of fact is clearly erroneous if it is against the clear weight of the 
evidence. It does not suffice that it be supported by evidence.”’ 
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sion. Most were bad at common law. Defamation, disparagement — 
including trade libel and slander of title—such interferences with busi- 
ness relations as passing off, misleading appearance of goods, misuse of 
trade secrets, false advertising, commercial bribery, and improper use of 
trade mark and trade name which the Commission deals with under this 
statute have traditionally and competently been handled by the courts. 
Business practices interdicted by the common law of restraint of trade 
and by the Sherman Act—which was enacted a quarter of a century 
before the Federal Trade Commission Act—are unfair trade practices 
under the Federal Trade Commission Act.*® If there are any practices 
forbidden by the Federal Trade Commission Act but not by other 
legislation or at common law, they are not more obscure or intricate, or 
more difficult to determine, and do not require more technical background 
to understand than, for example, practices forbidden by the Sherman Act. 


Furthermore, the primary method used by the Commission to carry 
out its functions—and the only method with which the Reece Bill is 
concerned—is through individual adjudication. The Commission charges 
alleged violators, holds hearings, and issues cease and desist orders if it 
feels them to be warranted by the facts. Its orders are like decrees of 
courts of equity in scope and become final and binding in sixty days 
unless a petition for review in the circuit court of appeals is filed. Viola- 


tions of the Commission's orders are subject to substantial penalty. 


It may be that in some types of administrative determination admin- 
istrative expertness warrants a greater degree of finality than judicial 
experience and background. But the determination of questions of fact 
in specific situations is the type of problem with which courts deal daily. 
They can decide between conflicting views of experts on scientific ques- 
tions as well as members of the Commission. Moreover, the Commission 
operates largely in a field where matters cannot be determined with 
mathematical precision or scientific exactness. Perhaps this is why the 
members of the Commission themselves are generally attorneys with 
training and background not dissimilar to that of members of the 
judiciary. 


The Commission deals with a great number of difficult problems in- 
volving the practices of all of the innumerable trades, businesses, and 


* Federal Trade Commission v. Pacific States Paper Trade Association, 273 U. S. 52 
(1927). 
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industries which exist in the United States today. It is inevitable that, 
under such circumstances, even the most capable and well-meaning men 
will occasionally commit error. The function of judicial review is to 
reduce the possibility of such error without crippling the administra- 
tive process. When the Commission tries a case under the Federal Trade 
Commission Act, it is exercising no less a judicial function than does a 
federal district court when, for example, it tries a case under the 
Sherman Act involving perhaps the exact conduct. To say that 
the one is ‘‘judicial’’ and that the other is ‘quasi-judicial’ is to engage 
in idle semantics. It is only the fact of human fallibility and the possi- 
bility of error which require that there be adequate review of the 
proceedings of either a trial court or of an administrative tribunal. To 
warrant less appellate discretion in reviewing the findings of the Federal 
Trade Commission than in reviewing those of a trial court which handles 
comparable, similar and frequently the same subject matter as the Com- 
mission, it must be assumed that the Commission is more infallible and 
more impartial in the exercise of its functions than a trial court. This 
assumption is obviously untenable. In fact, there are a number of 
considerations indicating that the Commission should be subject to 
broader appellate review than the courts. 


Combination of Powers 


The Federal Trade Commission fills the functions of investigator, 
grand jury, prosecutor, jury and judge. Formal proceedings before the 
Commission are instituted either as a result of a complaint from an 
outsider, very likely a competitor and in any event no friend of a proposed 
respondent, or upon the Commission's own motion. Upon the basis of a 
preliminary investigation by the Commission's staff, the Commission 
determines whether to issue a complaint, presumably giving substantial 
weight to its staff's recommendations. Obviously no one outside the 
Commission can know just what tests are applied in determining whether 
a complaint should be issued. The statute requires, however, that the 
Commission have reason to believe there is a violation, and it is plain 
that the Commission authorizes complaints only in cases where it is 
reasonably satisfied of a violation. The Commission's annual report 
for the fiscal year ending June 30, 1945,°° showed a total of 5,349 


” Annual Report of the Federal Trade Commission for 1945, p. 60. 
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complaints and 80 other actions since the inception of the Commission, 
of which 444 were undisposed at the end of the year. One hundred 
and ninety-six cases had been closed for such reasons as death of the 
parties, retirement from business, or discontinuance of the practices in 
question. Twelve complaints had been rescinded and 31 had been dis- 
posed of by acceptance of trade practice rules. Of the remaining 4,746 
actions, 3,808 were disposed of by an order to cease and desist or by 
a stipulation and only 938 were dismissed. In other words, once a 
complaint has been issued by the Commission a respondent has less 
than one chance in five of successfully defending itself. 


Now this is as it should be. The Commission should not put a 
business man to the trouble and expense of defending a formal pro- 
ceeding unless it has substantial grounds for believing that there has 
been a violation of law. If the Commission dismissed a great percentage 
of its own complaints, it would be subject to legitimate criticism. It must 
be recognized, however, that where the body which determines that 
a complaint shall issue decides whether that complaint is justified doubts 
inevitably arise. It is difficult to see how one who has recommended 
the commencement of a law suit can decide that law suit uninfluenced 
by his original recommendation. 


Furthermore, each formal proceeding conducted by the Commis- 
sion represents a substantial investment of the time and energies of 
the Commission's staff and of the funds appropriated for its use. Thus, 
there is necessarily psychological pressure upon the Commission to show 
some tangible result in the form of an order or stipulation rather than 
a record of failure in terms of a dismissal. 


Against a background like this, the Commission's announced ad- 
herence to the rule that it has the burden of proof in a proceeding 
before it provides little practical protection to alleged violators. This 
is not meant, of course, to detract from the Commission's integrity 
or fairness. The Commission was established to prevent breaches of 
its statute. Presumably, it has what James M. Landis, Dean of Harvard 
Law School, at one time a member of the Commission and later Chair- 
man of the Securities and Exchange Commission, has described as 
‘a proper bias toward the [administrative] point of view.’*! Perhaps, 


* Landis, The Administrative Process (1938), p. 104. 
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from its very nature, it must have that bias. Perhaps it should have 
that bias. But, if this be the case, it is accordingly necessary and desirable 
that there be an external means of assuring that no person is injured 
by it. So long as the Commission's decisions are not subject to a more 
adequate review in the courts, it will be questionable whether persons 
appearing before the Commission can ever obtain the full hearing to 
which they are entitled. A prosecutor's office is subject to the check 
of ultimate decision by a court; a trial court to the check of real review 
by an appellate court. Where the prosecuting and judicial functions are 
combined in one body, the need for adequate review is enormously 


increased. 


Other Factors 


Under the Federal Trade Commission's procedure the actual hear- 
ings in disputed cases are before trial examiners—ordinarily subordinate 
employees of the Commission—who take and determine the admissibility 
of the evidence. Since the Commission does not see the witnesses, it 
does not have any more opportunity to judge their credibility than does 
an appellate court. Thus, it is difficult to see why the particular regard 
which is given to a trial court’s determination in matters of credibility 
should apply in the case of the Commission. 


Although the Federal Trade Commission Act is silent regarding 
the application of the usual rules of evidence, the Commission is not 
“restricted to the taking of legally competent and relevant testimony.” 
Since the normal rules of evidence, employed by courts to protect the 
rights of the accused, do not apply to proceedings before the Federal 
Trade Commission, it would seem that less weight should be given to 
findings based upon the evidence introduced in such proceedings than 
the evidence introduced in court. 


A recent trend in the cases has crystallized the problem of inade- 
quate judicial review. In the past, the inability of the courts to correct 
clear error in the Commission's findings of fact was to some extent 
alleviated by the discretion which the courts exercised in modifying 
orders by the Commission to cease and desist which they deemed to 

32 John Bene & Sons, Inc. v. Federal Trade Commission, 299 Fed. 468, 471 (C. C. A. 


2nd 1924); cited with approval in Opp Cotton Mills, Inc. v. Administrator, 312 U. S. 126, 
155 (1941); Stanley Laboratories, Inc. v, Federal Trade Commission, 138 F. 2d 388 


(C, C. A. 9th 1943) in accord. 


Review of Commission Orders Page 249 





be unjustified by the facts. This discretion, however, has only lately 
been circumscribed within limits at least as narrow as, and perhaps 
even narrower than, those circumscribing judicial review of the findings 
of fact. 


The Circuit Court of Appeals for the Third Circuit was presented 
with this problem in Jacob Siegel Co. v. Federal Trade Commission 
where the order of the Commission prohibited the petitioner from further 
using a valuable trade name although there was such a real conflict in 
the evidence that one Commissioner dissented because, inter alia, “the 
testimony concerning its tendency or capacity to deceive’ was not 
“sufficiently clear and convincing as to render such prohibition of its 
use necessary in the public interest.'’** The petitioner had used the 
name “Alpacuna” for 14 years to describe coats which it manufactured 
of alpaca, mohair and wool fibres. The Commission found that this 
name was misleading and deceptive because it represented or implied 
that the coats contained fiber from an animal known as the vicuna. In 
the proceeding before the Commission the petitioner had shown that 
the vicuna is one of the rarest of animals, that only a small amount of 
its fibers is imported into the United States, that overcoats made from 
it sell for as high as $900 whereas “Alpacuna” coats retail at $40, that 
most of petitioner's potential customers did not even know what a vicuna 
was and that the few who did would understand that there was no 
chance of its fibers being included in a coat manufactured for the lower 
price field. Indeed, the only American manufacturer of vicuna coats 
had informed the Commission that he had no objection to petitioner's 
use of the name ‘“‘Alpacuna’’. Although witnesses testified on behalf 
of the Commission that the name “Alpacuna”’ signified a vicuna animal 
fiber content, the testimony of some of the government witnesses was 
weak or indicated bias and the testimony of other government witnesses 
supported the position of the petitioners. The Third Circuit held that 
since there was evidence to support the Commission's finding of fact 
the substantial evidence rule had been satisfied even though it felt that 
“the likelihood of misleading the class of customers with which the 
petitioner generally deals seems slight’’.** 


With respect to the Commission's order prohibiting the petitioner 
from further using its trade name, the court said: 


150 F. 2d 751, 752 (C. C. A. 3rd 1944). 
* Id. at 754. 
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“Although we sustain the Commission on its finding as to the name because of 
substantial evidence supporting that fifding, we think strongly that the order is far 
too harsh. It destroys a widely and favorably known trade name, in existence for 
fourteen years. It causes serious injury to the petitioner and its retail outlets. The 
infraction, as the case now stands, is slight and could be cured by simple qualifying 
language. We could dispose of the problem by modifying the Commission's order 
aS suggesetd, if the practice as outlined in Federal Trade Commission v. Royal Mill- 
ing Co., 288 U. S. 212, 53 S. Ct. 335, 77 L. Ed. 706 and Federal Trade Commission 
v. Hires Turner Glass Co., supra, a Third Circuit case, was still the law. While the 
Supreme Court has not dealt with the question of remedy in a Fair Trade Commis- 
sion suit since the Royal Milling case, there have been a number of opinions from 
that court concerning remedies prescribed by the Labor Board. In those cases the court 
has forcibly pointed out that the matter of remedy is also for the administrative agency.“ 


After reviewing the authorities, the court concluded: 


“It is evident, therefore, that the discretion as to the remedy in such controversy as 
this has now been vested in the Federal Trade Commission. That discretion has been 
exercised to totally prohibit the use of the name ‘Alpacuna’ to the petitioner. Since 
the Commission has such power, we are unable, in view of the evidence, to say that 
the power has been abused in this instance, though under the same facts and circum- 
stances, if we were still in control of the remedy, we would modify the order as 
above indicated.” ” 


That the Third Circuit's understanding of its discretion in this matter 
under the existing statutory provision as construed by Supreme Court 
decisions is correct appears clear from other Federal Trade Commission 
cases.** Indeed, it is confirmed by the subsequent treatment of the 


decision in the Siegel case by the Supreme Court.** The Supreme Court, 
having granted certiorari in this case ‘because of the importance of the 
question presented’’, stated: 


“The Commission has wide discretion in its choice of a remedy deemed adequate to 
cope with the unlawful practices in this area of trade and commerce. Here, as in 
the case of orders of other administrative agencies under comparable statutes, ju- 
dicial review is limited. It extends no further than to ascertain whether the Com- 
mission made an allowable judgment in its choice of the remedy. As applied to 
this particular type of case, it is whether the Commission abused its discretion in 
concluding that no change ‘short of the excision’ of the trade name would give ade- 
quate protection. Federal Trade Commission v. Algoma Lumber Co.> supra, pp. 
81-82. The issue is stated that way for the reason that we are dealing here with 
trade names which, as Federal Trade Commission v. Royal Milling Co., supra, p. 217, 
emphasizes, are valuable business assets. The fact that they were adopted without 


% Id. at 755. 

% Id. at 756. 

* Hertzfeld v. Kederal Trade Commission, 140 F. 2d 207 (C. C. A. 2nd 1944): Charles 
of the Ritz Distributors Corporation v, Federal Trade Commission, 143 F. 2d 676 
(C. C. A. 2nd 1944) and Parke, Austin and Lipscomb, Inc. v. Federal Trade Commission, 
142 F. 2d 437 (C. C. A. 2nd 1944). 

% Jacob Siegel Company v. Federal Trade Commission, Sup. Ct. March 25, 1946, 
14 U. S. Law Week 4268. 
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fraudulent design or were registered as trademarks does not stay the Commission's 
hand. Federal Trade Commission v. Algoma Lumber Co., supra. p. 79; Charles 
of the Ritz Distributors Corp. v. Federal Trade Commission, 143 F. 2d 676, 679. But 
the policy of the law to protect them as assets of a business indicates that their de- 
struction ‘should not be ordered if less drastic means will accomplish the same result.’ 
Federal Trade Commission v. Royal Milling Co., supra, p. 217. The problem is to 
ascertain whether that policy and the other policy of preventing unfair or deceptive 
trade practices can be accommodated. That is a question initially and primarily for 
the Commission. Congress has entrusted it with the administration of the Act and has 
left the courts with only limited powers of review. The Commission is the expert 
body to determine what remedy is necessary to eliminate the unfair or deceptive trade 
practices which have been disclosed. It has wide latitude for judgment and the courts 
will not interfere except where the remedy selected has no reasonable relation to 
the unlawful practices found to exist.’ ® 

Although recognizing even its own impotence to modify the Com- 
mission's order under the precedents which it has established, the Supreme 
Court was nevertheless so disturbed by the application of those precedents 
to the facts of the Siegel case that it searched for some means to avoid 
their necessary consequences. Thus, the Supreme Court reversed the 
judgment of the Circuit Court on the ground that the record did not 
show whether the Commission had considered the possibility of a remedy 
“short of excision’’.*° Since the Commission in the normal course of 
deciding the case must necessarily, as an expert body, have considered 
every remedy ‘‘short of excision”, it is clear that the Supreme Court— 
although unwilling to expand the area of judicial review—was hopeful 
that the Commission would correct the obvious inequities resulting from 
its order if given an opportunity to reconsider the matter. If the Com- 
mission, however, reaffirms its order and states that, in ‘‘its expert opin- 
ion” and “generalized experience’’,*' nothing short of complete destruc- 
tion of the trade name is an adequate remedy in view of the facts before 
it, it is difficult to see on what basis its action could successfully be 


challenged under the existing authorities. 


It is clear, therefore, that the existing scope of judicial review over 
findings of fact and orders of the Federal Trade Commission is inade- 
quate and that a legislative remedy such as is proposed in H. R. 2390 is 
necessary to correct this inadequacy. 


[ The End | 


*® Id, at 4269. 

” The petitioner now uses labels reading ‘‘Alpacuna coat—contains no vicuna’’ and 
specifies the fiber content of the cloth. Jd. 

“| Td, 
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COSMETICS in the Law 
of Untair Competition 


Rudolf Callmann 
of the New York Bar, author of Unfair 


Competition and Trade-Marks (3 volumes), published by 
Callaghan & Company, Chicago, 1945 


I. IMPORT AND TRADE-MARK RIGHTS 
/ VHE HOMELAND of cosmetics is France; their industry is the 


fragrant companion of the “Haute Couture’; trade-marks of 

French perfumes are world-famous; their sound means a special 
lure to every woman in every country. The international trade in cos- 
metics, therefore, is of importance both for the export and import country. 
The legal problems arising from the import into the United States are 
manifold and differ according to whether the manufacturer of the cos- 
metic article sells it directly to this country or whether he uses the 
services of a distributor who may be his exclusive agent. 


1. Conflict Between Importer and American Trade-Mark 
Owner-Competitor 


The French manufacturer wants to export his article to the United 
States under his trade-mark. He enters the American market and meets 
a domestic business using the same or a confusingly similar trade-mark. 
He claims his exclusive right and sues for an injunction in equity. He 
wants to have his trade-mark registered in the Patent Office and his 
application is opposed by an American competitor who uses the same 
or a similar trade-mark. In both the equity and the opposition proceed- 
ing one of the decisive issues is the question of priority of appropriation 
and use, for trade-mark rights arise out of appropriation and use and the 
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“Trade-mark rights arise out 
of appropriation and use and 
the exclusive right to a par- 
ticular mark belongs to the 
one who first appropriates 
and uses it in connection with 
his business. . . . The use re- 
quired as the foundation of 
trade-mark rights refers to 
local use in the United States 
and not abroad.” 


Rudolf Callmann 


exclusive right to a particular mark belongs to the one who first appro- 
priates and uses it in connection with his business. If the trade-mark 
is not registered, the plaintiff has the burden of proving use. If it is, the 
defendant must overcome the presumption of ownership. If the defend- 
ant claims priority of use and appropriation, it is incumbent upon the 
plaintiff to establish his. 


Will the French manufacturer be successful when he can show his 
use in France was prior to the use of the American competitor in this 
country? The question is to be answered in the negative. For the law 
of trade-marks rests upon the doctrine of nationality or territoriality. 
The scope of protection is, therefore, determined by the law of the 
country in which protection is sought. International agreements for the 
protection of industrial property are predicated upon the same principle; 
in Berne and Havana the machinery has been established under which 
a trade-mark owner can expand the effect of his domestic trade-mark 
in other countries. 


Therefore, the use required as the foundation of trade-mark rights 
refers to local use in the United States and not abroad. Accordingly the 
right of Coty to protect his trade-mark “L’Origan” or his right to use 
“L'Origan” for his perfumes in the United States is not dependent 
upon whether he has any exclusive right to the trade-mark in France. 
Prior use of a trade-mark in some foreign country is not fatal, if the 
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one claiming protection is able to show that he was the first to use it in 
this country.’ 


Further complications arise when the foreign trade-mark has ob- 
tained such a strong popularity, i. e., definite secondary meaning, in its 
home country that the mark has become well-known here, or when the 
foreign trade-mark owner advertises his mark in the United States. An 
answer might be derived from the doctrine that the law of trade-marks 
is only part of the law of unfair competition. If the act of the American 
trade-mark user constitutes unfair competition against the foreign trade- 
mark owner, the latter could sue here. The American courts would 
apply American law, because the wrong was committed here. The for- 
eign trade-mark owner, authorized to engage in business in the domestic 
market, may properly invoke the aid of equity for protection against 
unfair competition and may properly maintain suit in the federal courts 
under the diversity of citizenship clause. Though our courts seem 
willing to grant such protection,* the Patent Office cannot take cog- 
nizance of trade-mark events outside national boundaries. 


2. Relationship Between Importer and His American Agent 


The interests of both the importer and his sales agent in the United 
States are to enable the agent to use freely the trade-mark of the im- 
porter, be it attached to the goods or used in advertisements or firm 
names. 


The assignment of a trade-mark “‘in gross.”’ i. e., the transfer of a 
‘naked mark,” without the business to which it relates is invalid. On 
the same theory, the license of a trade-mark that had never been con- 
nected with the good will of a business is objectionable and transfers no 
right. A trade-mark may, however, be licensed as long as the public 
still associates it with the same product or business. Courts have recog- 
nized license agreements where, for instance, a holding company sanc- 
tioned the use of its trade-mark by its subsidiaries,‘ or the manufacturer 
of a trade-marked article made a dealer his exclusive distributor,’ or a 


' Le Blume Import Co. v. Coty, 293 Fed. 344 (C. C. A. 2nd. 1923). 


? See author's article ‘‘Protection Against Unfair Competition in International Trade" 
(1946) 1 World Trade Law Journal 4. 

2Cf. Maison Prunier v. Prunier’s Restaurant & Cafe, 159 Misc, 551, 288 N. ¥. S. 529 
(1936). 

* Keebler Weyl Baking Co. v. I. 8. Ivins’ Son, 7 F. Supp. 211 (D. C. E. D. Pa. 1934). 

5 George E. Keith Co. v. Greenber, 134 N. J. Eq. 182, 34 A. 2d 639 (1943) 
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manufacturer supplied a dealer with a basic ingredient from which the 
latter may prepare the finished article, e. g., powder for drugs, syrups 
for a beverage, etc.° 


The agent who sells the manufacturer's goods under the latter's 
trade-mark does not acquire property in the trade-mark by securing 
customers for the manufacturer.’ Indeed, it would be a violation of the 
trust imposed upon him if, after the termination of his contract with the 
manufacturer, he should sell the product of another under the same 
trade-mark.* An exclusive sales agent may be considered the special 
owner of a trade-mark, entitled to register it during the period of his 
exclusive use, if he is an agent with an interest.? But then the difficult 
question of who rightfully owns the trade-mark, the sales agent or the 
manufacturer whose articles he sells, remains to be determined. It has 
been decided '° that the manufacturer owns the mark though the agent 
is entitled to register it ‘in order to protect (his) exclusive selling 
rights." And if the agent is entitled to sue in his own name the manu- 
facturer will not be allowed to intervene." 


The exclusive sales agent may, however, obtain ‘‘a valuable reputa- 
tion for himself and his wares by his care in selection or his precautions 
as to transit and storage, or because his local character is such that 
the article acquires a value by his testimony to its genuineness; and if 
therefore goods, though of the same make, are passed off by competi- 
tors as being imported by him, he will have a right of action.” '* In such 
a case the exclusive agent may acquire so complete a right in the mark 
that neither the manufacturer nor anyone else can lawfully sell the 
trade-marked article in competition with him, if his trade-mark has 
come “by public understanding to indicate that the goods bearing the 
trade-mark come from him though not made by him.” * 


® Coca-Cola Bottling Co. v. Coca-Cola Co. , 269 Fed. 796 (D. C. Del. 1920). 

7 Meem-Haskins Coal Corp. v. Central Fuel Corp., 137 F. 2d 242 (C. C. P. A. 1943). 

* Lawrence-Williams Co. v. Société Enfants Gombault et Cie, 22 F. 2d 512 (C. C. A. 
6th, 1927). certiorari denied, 276 U. S. 619, 72 L. Ed, 735, 48 Sup. Ct. 214 (1928). 

® Scandinavia Belting Co. v. Asbestos & Rubber Works, 257 Fed. 937. 955 (C. C. A. 
nd, 1919), certiorari denied, 250 U. S. 644, 63 L. Ed. 1186, 39 Sup. Ct. 494 (1919); 
Lalanne v. F, R. Arnold & Co., 39 F. 2d 269, 271 (C. C. P. A. 1930). 

” Société Enfants Gombault v. Lawrence-Williams Co., 16 T. M. Rep. 467 (D. C. 
N. D. Ohio, 1926). 

™ Home Insulation Co. v. Home & Building Insulation Co., 175 Okla. 428, 52 P. 2d 
1065 (1936). 

2 Imperial Tobacco Co. of India v. Bonnan, 41 R. P. C. 441 (1924): G. H. Mumm 
Champagne v, Eastern Wine Co., 142 F. 2d 499 (C. C. A. 2nd, 1944). 

'S Bourjois & Co. v. Katzel, 260 U. S. 689, 67 L. Ed. 464, 43 Sup. Ct. 244 (1923); Perry v. 
American Hecolite Denture Corp., 78 F. 2d 556, 560 (C. C. A. 8th, 1935). 
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A distributor who uses his own trade-mark on the products of a 
manufacturer may, after termination of his contract with the manufac- 
turer, buy the article elsewhere and use the same mark upon the goods 
of the new manufacturer, provided he does not represent that the prod- 
uct is made by the first manufacturer." 


Il. REPACKING, REBOTTLING, REFILLING OF 
BULK GOODS 


A dealer who without authorization sells a manufacturer's product 
with its trade-mark after repacking, refilling or rebottling may infringe 
upon the manufacturer's trade-mark. The dealer can, of course, make 
use of the manufacturer's mark in connection with an announcement of 
the fact that he is able to deliver those articles, but he should not be per- 
mitted to use the manufacturer's mark even if it be in connection with 
the latter's article without express consent. The mark serves as an 
assurance of unchanged quality and if its use is permitted, without con- 
sent, the manufacturer is subjected to the risk that the product does 
not measure up to its reputation, and the value of the mark as a guaranty 
would thus be endangered. When an article is sold in a package to 
which the manufacturer's trade-mark has been affixed, or displayed in 
a distinctive dress, there attaches thereto a guaranty not only that the 
article has, in fact, been manufactured by the trade-mark owner, but 
that the article has also been so packaged by him."® The purchaser of 
the trade-marked package can use the mark only if such use is connected 
with the sale of the original contents of the package. He cannot law- 
fully use that mark to sell a similar article packaged by him." 


In the leading case of Prestonettes v. Coty." “Mr. Justice Holmes 
lent the prestige of his great name to a doctrine that does not appeal 
very greatly to the sense of fairness of the ordinary man and that has 
been critically analyzed by experts in the field."""* The facts of this 


4 Société des Huiles d’Olive de Nice v. Rorke, 82 Hun. 611, 31 N. Y¥. S. 51, 63 N. Y 
St. Rep. 345, (1894). 

1% People v. Luhrs, 127 App. Div, 634, 635, 111 N. ¥. S. 749 (1908), affirmed 195 N. Y 
377, 89 N. E. 171, 25 L. R. A. (CN. S.) 473 (1909). 

% People v. Luhrs, 195 N. Y. 377, 382, 89 N. E. 171. 27 L. R. A. (N. S.) 473 (1909), 
affirming 127 App. Div. 634, 111 N. Y. S. 749 (1908). See also Section 367, General Busi- 
ness Law of New York. 

17 264 U. S. 359, 68 L. Ed, 731, 44 Sup. Ct. 350 (1924). 

% Judge Clark in Bourjois Inc. v. Hermida Laboratories, 106 F. 2d 174 (C. C. A. 
jrd, 1939). 
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case are as follows: The defendant bought the plaintiff's ‘““Coty’’ face 
powder and “L’Origan” perfume, subjected the powder to pressure, 
added a binder, and then sold the compact in a metal case to which the 
plaintiff's mark was affixed. He also rebottled the perfume, and sold 
it in smaller containers bearing the plaintiff's mark. The Court of 
Appeals granted an absolute preliminary injunction against any use of 
those marks except in connection with the original packages. The Su- 
preme Court, however, reversed the decree, and grounded its decision 
upon the defendant’s rights of ownership and his privilege to tell the 
truth. “The defendant, of course, by virtue of its ownership, had a right 
to compound or change what it bought, to divide either the original or 
the modified product, and to sell it so divided." “When,”’ the court 
continued, “the mark is used in a way that does not deceive the public, 
we see no such sanctity in the word as to prevent its being used to tell 
the truth. It is not taboo.” The plaintiff's trade-mark rights apparently 
do not embrace the right to prevent a purchaser who repacks and resells 
his product with or without change, from using that mark to show the 
relation of the trade-marked product to that which he offers. The 
name, however, must not be printed or otherwise used in a manner 
likely to deceive the public. Accordingly the defendant was permitted 
the use of the following legend on the labels of the rebottled perfume: 
‘Prestonettes Inc. not connected with Coty, states that the contents 
are Coty’s (giving the name of the article) independently rebottled in 
New York.’ Similar explanatory provisions were ordered in other 
cases.'® 


In Coty v. Leo Blume *® the court interpreted its decree in the 
Prestonettes case *' saying that its decision was not an actual holding 
that a repacker or rebottler whose label refers to another's products 
must state the percentages of those products which have gone into the 
compound, but that such a requirement was entirely reasonable. “Buy- 
ers ought to know how much of the Coty perfume they are getting; that 
is a reasonable protection to plaintiff, as they may buy on the Coty name, 


'" Coty v. Ivory Novelties Trading Corp., 12 T. M. Rep. 284 (D. C. S, D. N. Y. 1922); 
Caron Corp. v. Importers Exchange, 13 T. M. Rep. 355 (D. C. S. D. N, Y. 1923); Guerlain 
Perfumery Corp. of Delaware v. Samuel 8. Klein, 57 F. 2d 724, 726, (D. C. E. D_N. Y. 
1932); R. B. Semler v. Kirk 27 F. Supp. 630 (D. C. E. D. Pa, 1938); Bayer Co. v, Shoyer, 
27 F. Supp: 633 (D.C. E. D. Pa. 1929). 

20 24 F. 2d 924 (C. C. A. 2nd, 1928). 

*t Coty Inc. v. Prestonettes, Inc., 3 F. 2d 984 (C. C. A, 2nd, 1924). 
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and it is no burden on the seller, if he is honestly trying to sell the 
compound on its own merits.” *? 


Pursuant to the law of resale price maintenance, a dealer's sale of 
a trade-marked article in small quantities is not allowed where the 
manufacturer fixed the same price for the fractional parts as for the 
whole product, e. g., where the manufacturer or his exclusive distributor 
fixed the minimum price of a perfume at fifty cents for one ounce or any 
quantity less than one ounce of its bouquets sold at retail.** The main 
objection to the application of the Fair Trade law to those agreements 
was that the manufacturer attempted a restraint upon alienation not 
contemplated by the Fair Trade Acts; that, by indirection, through 
alleged enforcement of the act he tried to prevent the article from going 
into a particular market to a class of purchasers who could only buy in 
smaller quantities.** But the weight of authority decided the question 
in favor of the manufacturer, since the dealer's only purpose was the 
utilization of the good will of the article as an aid to selling it. “Allow- 
ing a product, marketed as a ‘style merchandise,’ to be sold cheaply 
in small quantities would obviously divert it of its exclusive character.’ *° 


In such cases the injunction issued not because of the defendant's 
rebottling, but because his act deprived the trade-marked article of its 


exclusive character. It should also be remembered that the article and 
the trade-mark comprise a unit. The dealer, in contradistinction with 
the consumer, acquires no absolute ownership in the article; he buys 
subject to the implied obligation to resell in accordance with the inten- 
tions of the trade-mark owner. If this were not so then the trade-mark 
owner who, by advertisement, had popularized his trade-marked article 
would run the risk of being put into a position wherein he would be 
incapable of fulfilling his public promises. The article and its trade- 
mark are so closely related that one should not appear unaccompanied 
by the other, if that was not intended by the owner. There should 


2 The Third Circuit Court of Appeals followed the Supreme Court in Bourjois, Inc. 
v. Hermida Laboratories, 106 F. 2d 174 (C. C. A. 3rd, 1939). 

23 See, f. i., De Voin v. W. T. Grant Co. (Cal. Super. Ct. 1938); Lentheric v. F. W. 
Woolworth Co., 35 D. & C. 572 (Pa. Ct. of Com. Pleas, 1939); Lentheric, Inc. v. W. T. 
Grant Co., 257 App. Div. 348, 13 N. Y¥. S. 2d 169 (1939); Guerlain, Inc, v. F. W. Wool- 
worth Co., 170 Misc. 150, 9 N. Y. S. 2d 886 (1939). 

* Guerlain, Inc. v. F. W. Woolworth Co., 171 Misc. 990, 14 N. Y. S. 2d 163 (1939); 
dissenting opinion in Lentheric, Inc. v. W. T. Grant Co., 257 App. Div. 348, 13 N. Y. S. 
2d 169 (1939). 

2% Note (1939) 88 University of Pennsylvania Law Review, p. 235. 
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be no need for an express contractual provision between manufacturer 
and dealer proscribing the resale of the trade-marked article in a form, 
package, dress or bottle, other than that provided by the manufacturer. 


Courts have, on occasion, given undue emphasis to the fact that 
repacking or rebottling may impair the quality of the article *°—which, 
indeed, may be of importance in a particular instance 7"—or to the fact 
that the manufacturer of the trade-marked article may be liable to the 
ultimate purchaser.** While these facts may be true, they are not de- 
cisive. It must also be recognized that the article, its mark, and its 
standard and distinguishing get-up were all combined with a view to 
strengthening its selling power. The guaranty of unchanged properties 
embraces all the familiar factors of its presentation as well as the prop- 
erties of the article itself. If one dealer is allowed to sell the article as 
he wishes, a thousand may do so, and it would soon be forgotten which 


get-up is that of the trade-mark owner. 


The trade-mark owner may, where it is deemed necessary, resort 
to contractual precautions or supervision, to provide against the dangers 
inherent in repacking, rebottling or refilling by dealers. Thus, for ex- 
ample, the Coca-Cola Bottling Company contractually allows the buyer 
to rebottle the article or to prepare it from the syrup bought from the 
Coca-Cola Company. Only a deviation from the prescribed process 
of making the beverage would then be actionable. In this respect, such 
action does not differ materially from the sale of a spurious article 
under the trade-mark of the original maker.” 


With respect to registered trade-marks, the Lanham Bill suggests 
protection of the trade-mark owner against repacking and refilling only 
if the product, its package, or its container bears “notice that the goods 
may be resold only unaltered or in the original package or container.” *° 


26 Jacob Ruppert, Inc. v. Knickerbocker Food Specialty, 295 Fed. 381 (D. C. E. D 
N. Y. 1923). 

77 Cf. Hostetter Co. v. McGowan, 101 Misc. 501, 167 N. Y. S. 276 (1917). 

*8 Coca-Cola Co. v. J. G. Buttler & Sons, 229 Fed. 224 (D. C. E, D. Ark. 1916). 

* Pinaud v. Poly Chemical Laboratories, 16 F. Supp. 414 (D. C. N. J. 1936) (hair 
tonic); Bourjois v. Willingmyre, 33 F. Supp. 837 (D. C. N. J. 1940) (face powder). 

“* Lanham Bill, § 32 (3). For New York statutory regulations governing marking 
and refilling of containers, see New York General Business Law (Cahill’s Consol. Laws), 
Sections 360, 362, 367; New York Penal Law (Cahill’s Consol. Laws), Sections 2354, 


2355, 2356. 
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lil. SELLING OF SUBSTITUTES 
1. Undisclosed Substitution 


When a customer calls for “Shalimar’’ he has the right to receive 
“Shalimar,” and a seller who in purporting to fill his order substitutes 
an imitation or something similar deceives not only the customer but 
injures the maker of the original ‘Shalimar.’ Such undisclosed substi- 
tution (“‘switching’’) of one article of sale for another “is familiar 
ground for injunction against the seller. ** Here the ‘‘other’’ article, 
that for which the customer has asked, is usually a trade-marked article, 
but this kind of substitution is not a case of trade-mark infringement, 
nor a ‘passing off’ case. In these latter cases, the seller for the avowed 
purpose of deceiving the customer, uses a trade design similar to that of 
the plaintiff; in the substitution case, however, which might be called a 
case of defamatory substitution, the substituted article, though bearing 
a different design or, in some cases, no design at all, is sold in the hope 
that the customer will not notice it, will be indifferent to it, or will be 
unable to return the substituted article. Wéithout a word of misrepre- 
sentation, and without disclosing any information as to the origin of the 
substituted article, the seller sells the customer something for which 
he has not asked.*” 


A special case is presented when a customer brings the original 
manufacturer's container to the seller for a refill and the seller then 
places another product in that container, impliedly representing that it 
is the original article. There are no reported cases on this point.** 
In such a case, however, it should not be doubtful that the original manu- 
facturer deserves protection, by injunction and damages and also by the 
publicity involved in a legal action which warns the public of such 


practices. 
2. Advertised Substitution 


The trade-mark serves to a considerable degree the purpose of 
advertising the trade-marked article. The uniqueness or singularity of 
the trade-mark will sometimes be more important to the success of an 


* Penn Oil Co. v. Vacuum Oil Co., 48 F. 2d 1008 (App. D. C. 1931). 

2 See Winthrop Chemical Co. v. Weinberg, 60 F. 2d 461 (C, C. A. 3rd, 1932); Caigan 
v. Plibrico Jointless Firebrick Co., 65 F. 2d 849 (C. C. A. Ist, 1933), certiorari denied, 
290 U. S. 668, 78 L. Ed. 577, 54 Sup. Ct. 88 (1933). 

3% A somewhat similar situation was presented in Hiram Walker & Sons, Ltd., v. 
Corning & Co., 255 Fed. 129 (D. C. N. D. IIL, 1918). 
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advertising campaign than the quality of the product with which it is 
connected. The selling power of the mark is realistically dependent 
upon its distinctiveness. Indeed, should the trade-mark owner sanction 
or allow the continued use of marks similar to his he assumes the risk 
that the resulting dilution will render the mark generic or available to 
common use. That, of course, writes finis to the distinctiveness of a 
mark. 


Advertising substitutes by such terms as ‘‘substitute for 
“copy of " “made like ,” “similar to "a 
famous trade-marked article is expressly purposed at capitalizing upon 
the selling power of the trade-mark. If the trade-mark owner's com- 
petitors are permitted to refer to his mark, he would be powerless to 
prevent it from becoming generic. Any such trade-mark use by com- 
petitors necessarily involves dilution. Only those words in common 
use, those that are genuinely descriptive, irrespective of whether they 
have always been so regarded, or whether they have so developed, can 
be adopted with impunity. The use of those terms above-mentioned, 
in effect, hitches the plaintiff's horses to the defendant's carriage. Thus, 
for example, a defendant was properly enjoined from using such phrases 
as ‘Introduced as Protargol,” “Introduced as Veronal,”’ and even ‘“Ver- 
onal Equivalent.” ** A dissenting opinion in that case contained the 
following statement: “I know of no principle of law or commercial 
honesty which prevents a manufacturer from representing his product 
to be ‘as good as,’ or ‘equivalent to’ the product of another, provided 
he does not misrepresent the source or origin of manufacture.” It does 
not require a very penetrating analysis to perceive that there are at least 
two cogent reasons for outlawing such a representation. It is patently 
incongruous to allow a defendant, in competition with the plaintiff, to 
capitalize upon the plaintiff's own advertising device. It seems only 
fair that the defendant should be required to bring his product to the 
attention of the public by means of his own effort and ingenuity. Sec- 
ondly, by such representations the defendant is impliedly comparing his 
article with the plaintiff's, and he is moreover acting as a judge in his 
own cause. The defendant is offering his own opinion to the effect 
that his product is as good as the plaintiff's, but, judged in the light of 


* Winthrop Chemical Co. v. Blackman, 246 App. Div. 234, 285 N. Y, S. 443 (1936) 
See also Hohner v, Gratz, 52 Fed. 871 (C. C. S. D. N. Y. 1892). 
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cold logic, it is not an opinion at all; his representation is obviously 
designed to discourage independent comparison by the public. 


IV. “PASSING OFF” 


The usual case of trade-mark infringement is that of “passing off” 
the goods of one as those of another by the use of trade-marks or firm 
names confusingly similar to, or even identical with the trade-mark 
design of one who was the prior user. This case need not be discussed 
here. Two particular instances, famous in the cosmetic industry may 
be mentioned: the 47/1" trade-mark case and the “Coty” and “Ritz” 
business-name cases. 


1. The “4711” Case 


When the world-famous Cologne manufacturer of “Eau de Co- 
logne” chose the street number “4711” as his trade-mark, he was the 
first to use a combination of figures in this field of business. The 
uniqueness of this trade-mark was determined by the novelty of so 
using figures. If a competitor were allowed the use of a figure combina- 
tion such as “1827” or even one with historic implications, such as 
“1492” or “1776,” it could not be reasonably contended that there is 
confusing similarity as between these combinations. Therefore this 
was not an ordinary case of “passing off." But the consideration was 
compelling that if one can do so with impunity a thousand may do so, 
and it would soon be forgotten which combination was the first, and is 
the original. Therefore, German courts have protected “4711” against 
dilution, not always adopting the correct reasoning, to be sure, but with 
the right approach. The fact that the figures are intended to convey 
different ideas or to stir different historic reminiscences is of no signifi- 
cance, for the problem here in issue is not a rational but an irrational 
one. The average buyer has neither the time nor the desire to ponder 
over a purchase; he oftentimes acts unconsciously. He is not always 
able to recall in what connection he had last seen or heard the famous 
trade-mark; he simply recognizes and knows it. Because of the many 
confusing influences to which the buyer is subject—sound effects, pic- 
ture effects, newspaper and radio advertisements—which are further 
confounded by the ingenuity of shrewd competitors, he is often the hap- 
less victim of any attempt to deceive. 
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In parenthesis it might be noted that as a problem of legal analysis 
the Coca-Cola cases are of a similar nature. It would be academic to 
consider the validity of those decisions which found confusing similarity 
between Coca-Cola and its competitors, Rock Spring, Kola, Dextra- 
Cola, King-Cola, Vera Cola, Chero-Cola, Taka-Cola, El-Cola, Mixo- 
Cola, Cleo Cola, or between the abbreviation “Coke” and “La Cog,” 
or to analyze them in the light of those which found no such confusion 
between “Coca-Cola” and “Roxa-Cola,” “Ronricola,” “Dixi-Cola” and 
“Pepsi-Cola.” In fact, there would appear to be no confusing similarity 
in any of the above cases. Apart from the specific fate of the Coca-Cola 
mark, the problem here is one of dilution and it might be repeated here 
what was said in the “47/1” case: if one can use the part “Cola’’ with 
impunity a thousand may do so, and it would soon be forgotten which 
“Cola” mark was the first and is the original. 


2. The “Coty” and “Ritz” Business-Name Cases 


Francois Joseph de Spoturno Coty, the world-famous French 
manufacturer of perfumes and face powders, had a Delaware corpora- 
tion in this country and was the first to use the trade-mark “Coty,” 
registered in the United States Patent Office. Ernest Coty, another 


French manufacturer of perfumes and toilet articles sold his goods 
under the trade-name “Ernest Coty” in the United States and was 
enjoined from using the name “‘Coty” unless he added the phrase: 
“Not connected with the original Coty” in letters of the same size, color, 
and print and prominence as the words “Ernest Coty”’.*® From the facts 
of this case the following principles of law may be derived: 


The name used as a symbol of the bearer’s business activity is 
protected by the law of trade-marks. However, no one has an exclu- 
sive right to the use of his name. On the other hand, as a rule the right 
to use one’s own name in a particular business has not been denied 
merely because another, similarly named, is already so engaged under 
his name. For, “the right of a man to use his own name in his own 
business is part of the natural and inalienable rights guaranteed by the 
very first clause of our Constitution, without which the right to acquire, 
possess and protect property would be of little worth.’ ** Therefore, 


* Coty, Inc. v. Parfums de Grande Luaxe, Inc., 298 Fed. 865 (C. C. A. 2nd, 1924). 
% Hilton v. Hilton, 89 N. J. Eq. 182, 183, 104 A. 375, L. R. A. 1918 F 1174 (1918), 
modifying 89 N, J. Eq. 149, 102 A. 16 (1917). 
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“every individual has the right to use his own name in connection with 
his business so long as it is a bona fide use of his name and so long as 
the use is such as to clearly designate origin of the goods, and is not 
intended to deceive the public.’” Adding the first name “Ernest” was 
not held sufficient to exclude confusion. The court in the Coty case 
followed the leading Supreme Court case of L. E. Waterman Co. v. 
Modern Pen Co.* with one interesting deviation. While in the Water- 
man case the court substituted for the word “original” the phrase ‘‘not 
connected with the L. E. Waterman Co.” on the ground that the word 
“original’’ tended to characterize the defendant's product as inferior to 
the plaintiff's, the court in the Coty case did not feel itself constrained 
by that decision to eliminate the word “original” from the order. 


In the Ritz case ** the problem was complicated by the fact that the 
two parties, both using the trade-name “Ritz,” were doing business in 
separate markets wholly remote the one from the other and neither 
knowing of the existence of the other. The court applied the doctrine 
of the Hanover case ** that in such cases priority cannot be the control- 
ling factor and the equities of the parties are of major significance; it 
decided that the plaintiff could not prevail merely because of the greater 
magnitude of his business. 


[The End] 


>>> Be A ® ccc 


235 U. S. 88, 59 L. Ed. 142, 35 S. Ct. 91 (1914). 
8% Huebschman v. Charles of the Ritz, 46 F. 2d 557 (D. C. E. D. N. Y. 1931). 


*” Hanover Star Milling Co, v. Metcalf, 240 U. S. 403, 60 L. Ed. 713, 36 Sup. Ct. 357 
(1916); also United Drug Co. v. Rectanus Co., 248 U. S. 90, 63 L. Ed. 141, 39 Sup. Ct. 48 
(1918). 
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Pertinent Philosophy in Federa 


Paul B. Dunbar . . . Commissioner of Food and Drugs for the 
Food and Drug Administration of the Fed- 
eral Security Agency 


ERHAPS ! it is a twice-told tale, but I am going to repeat a few 
fundamentals of the Food and Drug Administration's enforcement 
philosophy. First, it cannot too often be reiterated that the Food, 
Drug, and Cosmetic Act is a consumer protective measure. The history 
of the Act, the pronouncements of Senate and House sponsors of the 
measure, the message of the President of the United States, and the 
opinions of the courts all point unmistakably to that conclusion. We in 


the Food and Drug Administration have a firm conviction that consumer 
interests and those of sincere manufacturers are identical. Our enforce- 
ment policies are therefore consistently based on what we conceive to be 
consumer interest. No legal action is instituted and no opinion of a 
formal or informal character is announced under the Food, Drug, and 
Cosmetic Act until a conclusion is reached that it is in the interest of the 
consumer and, it follows, of the honest manufacturer. Secondly, our 
belief is that uniformity of enforcement—that is, proceeding so far as is 
humanly possible with our limited force against all offenses of the same 
kind at the same time—is the fair and proper course. Thirdly, in the 
light of our physical limitations we must be selective in our enforcement 
operations. Our so-called project system is based on the principle of 
‘first things first." In other words, we direct our attention in order of 
preference to those violations which are most important from the stand- 
point of public interest. 


' This article consists of excerpts from an address delivered by Commissioner Dunbat 
before The Proprietary Association of America, in New York City, May 15, 194 
e or nted with his permission 
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rug Control 


It has always been our conviction 
that the vast majority of American 
business men engaged in traffic sub- 
ject to this law are wise enough and 
conscientious enough to want to do a legal business. With that in mind 
we consider it a duty and a privilege to respond frankly to requests for 
advice as to our interpretation of the law as applied to their specific 
labels and products. 


Our purpose is to give you an advisory service on the theory that 
the manufacturer who is sincerely trying to observe the spirit of the 
statute is entitled to our opinions. They are merely opinions until they 
are upheld by court decisions, but they do represent our best judgment 
in the light of the facts available. 


We have enough experience with judicial interpretations of the 
Act to feel that we are on reasonably safe ground in expressing our views. 
Certainly any manufacturer who acts on our advice will encounter no 
difficulties in the way of legal actions, although that statement should 
be qualified to this extent. Scientific knowledge regarding the actions 
of drugs is a changing thing. Drugs regarded as useful today may lose 
their standing tomorrow. This has occurred countless times in your 
memories. When scientific knowledge changes we must change with it, 
but in doing so we must in all fairness apprise you in advance of legal 
actions on new administrative viewpoints. 


Federal Drug Control Philosophy 





Let me address myself to two sections of the law which, as one 
informed commentator put it to me recently, are the key to the philosophy 
of the Federal Food, Drug, and Cosmetic Act as it relates to medicines. 
I refer to Sections 201 (n) and 502(f£). To make sure we are all thinking 
about the same thing, let me quote both sections: 

Sec. 201(n). If an article is alleged to be misbranded because the labeling is 
misleading, then in determining whether the labeling is misleading there shall be taken 
into account (among other things) not only representations made or suggested by 
statement, word, design, device, or any combination thereof, but also the extent to 
which the labeling fails to reveal facts material in the light of such representations or 
material with respect to consequences which may result from the use of the article to 


which the labeling relates under the conditions of use prescribed in the labeling thereof 
or under such conditions of use as are customary or usual. 


Sec. 502(f). [A drug or device shall be deemed to be misbranded—] Unless its 
labeling bears (1) adequate directions for use; and (2) such adequate warnings against 
use in those pathological conditions or by children where its use may be dangerous to 
health, or against unsafe dosage or methods or duration of administration or applica- 
tion, in such manner and form, as are necessary for the protection of users: Provided, 
That where any requirement of clause (1) of this paragraph, as applied to any drug 
or device, is not necessary for the protection of the public health, the Administrator 
shall promulgate regulations exempting such drug or device from such requirement. 


In discussing these sections, let me remind you that this is a law 
passed for the protection of the consumer. It does not outlaw self- 
medication. Whatever may be your view or my view about the wisdom 
of self-diagnosis and self-medication, Congress evidently recognized 
that it is an inherent human trait to do these things. And so it sought, 
not to prevent self-medication, but, so far as is possible by legislative 
means, to make self-medication as safe as it can be made. That carried 
with it the obvious intent to provide a type of information to the con- 
sumer that would safeguard him, supply him with knowledge of the 
composition of the drug, with adequate directions, with warnings against 
misuse; and then it went further and in the broad language of Section 
201(n) provided for additional and very essential information for the 
consumer's guidance. 


Let me quote here a few sentences from the report of the House 
Committee on Interstate and Foreign Commerce on Senate Bill 5, which 
eventually became the Food, Drug, and Cosmetic Act. This report, 
H. R. No. 2139, dated April 14, 1938, says: 


“* * * it is undesirable to permit misleading claims to be made simply because 
a few experts can be found on the occasion of a trial to support them. 
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“One of the important applications of Section 201(n) relates to this problem. 
If only a few experts regard a label statement of curative value as true but the great 
body of qualified experts in that particular field regard the statement as untrue, then 
there may be substantial ground for concluding that the curative claim is misleading 
unless it is qualified in such a way as to show the existence of conflicting opinion as to 
its truth. Certainly a consumer seeking a remedy for a disease condition has the right 
to know, when it is a fact, that the representations of curative value have only a narrow 
and limited support; and if the labeling fails to reveal that fact, which is a material 
fact in the light of the representations made, then the labeling may be regarded as 
misleading. However, the misleading character of the label may be corrected by an 
appropriate qualifying statement revealing this material fact. 


“In such circumstances, therefore, the manufacturer can easily ascertain by con- 
sulting qualified experts in the field whether there is a material weight of opinion con- 
trary to claims he desires to make, and there would exist no uncertainty of the kind 
that would invalidate the statute. 


“Other provisions of Section 502 are designed to require the labeling of drugs and 
devices with information essential to the consumer. The bill is not intended to restrict 
in any way the availability of drugs for self-medication. On the contrary, it is intended 
to make self-medication safer and more effective. For this purpose provisions are 
included in this section requiring the appropriate labeling of habit-forming drugs, 
requiring that labels bear adequate directions for use and warnings against probable 
misuse, and setting up appropriate provisions for deteriorating drugs.” 


Isn't it clear then what the purpose of Congress was as expressed 
in this law, and haven't we a manifest directive as to our policy of 
enforcement? Broadly speaking, we may divide our medicine labels into 
two main classes: First, those for products that can only be used safely 
and efficaciously under medical guidance; second, those for products to 
be used by laymen. It makes no difference whether drugs are the 
so-called official preparations or whether they are what is known as 
proprietaries. The law requires that they be pure, correctly described, 
and that they bear the needful warnings against probable misuse. If 
they are suitable for lay use, the law also requires them to bear adequate 
directions for such use. The manner of distribution is of vast importance 
in determining what types of warnings shall appear in the labeling 
because here the character of the audience to which they are addressed 
must always be kept in mind. 


We need spend no time here considering the labels of drugs used 
exclusively by physicians. What we should discuss is the labeling that 
must be applied to the many drug products that are sold across the 
counter without prescription for self-medication. Here it is to be noted 
that a manufacturer may not evade the labeling requirements for drugs 
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suitable for lay use by the device of designating them for prescription 
use only. 


What obligation does the law place on you in the way of telling 
the truth and the whole truth to the lay user? 


In a famous and oft-quoted décision under the Food and Drug Act 
of 1906, the Supreme Court stated: ? 


“The statute is plain and direct. Its comprehensive terms condemn every statement, 
design, and device which may mislead or deceive. Deception may result from the use 
of statements not technically false or which may be literally true. The aim of the statute 
is to prevent that resulting from indirection and ambiguity, as well as from statements 
which are false. It is not difficult to choose statements, designs, and devices which will 
not deceive. Those which are ambiguous and liable to mislead should be read favorably 
to the accomplishment of the purpose of the act.”’ 


More recently, in a decision under the Act of 1938, the Supreme 
Court said: * 

“The purposes of this legislation thus touch phases of the lives and health of 
people which, in the circumstances of modern industrialism, are largely beyond self 
protection. Regard for these purposes should infuse construction of the legislation if 
it is to be treated as a working instrument of government and not merely as a collection 
of English words.” 


With the expressed intent of Congress as shown in the Committee 
reports and in the statute itself and with the interpretation placed upon 
‘the law by the highest court, it clearly follows that in devising the label- 
ing of drug products sold to the laity the limited medical knowledge of 
the audience must be kept continually in mind. Directions for use and 
warnings against improper uses must be adequate and must be couched 
in language which will be intelligible to the lay user. After these require- 
ments of Section 502(f) are fully met, a further study of the proposed 
labeling in the light of Section 201(n) is advisable. Has the lay user 
been given the whole truth? Are there material facts which should be 
revealed to any person who is undertaking to be his own physician? It 
seems self-evident that in the drafting of a label for any product to be 
used by the laity, the most serious consideration should be given to the 
fact that some symptoms are common to many conditions and that lay- 
men are not capable of making diagnoses. Unless a preparation can be 


?U. 8. v. 95 Barrels (More or Less) Alleged Apple Cider Vinegar (U. S. Sup. Ct 
1924), 265 U. S. 438, 44 S. Ct. 529. 
> U.S. v. Dotterweich (U.S. Sup. Ct. 1943), 320 U. S. 277, 64S. Ct. 134. 
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safely and efficaciously used by the layman, it simply does not belong in 
the category of drugs to be sold for self-medication. 


Now it is granted that this places a tremendous responsibility on 
the manufacturer, but the answer is that manifestly the law was designed 
with that very object in view; and with the growing recognition on the 
part of industry that the production of medicines for lay use requires 
adequate scientific and medical controls, it should not be beyond the 
capacity of the industry. 


[The End] 


“The Federal Food, Drug, and Cosmetic 
Act was not made for experts, nor is it intended 
to prevent self-medication. The purpose of the 
law is to protect the public, the vast multitude 
which includes the ignorant, the unthinking, and 
the credulous who, when making a purchase, do 
not stop to analyze. It was enacted to make self- 
medication safer and more effective, and to re- 
quire that drugs moving in interstate commerce 
be properly labeled so that their use as prescribed 
may not be dangerous to the health of the user. 
It should receive a liberal construction.” Judge 
Patrick T. Stone of the United States District 
Court of Wisconsin in United States v. 62 Pack- 
ages, More or Less, of Marmola Prescription 
Tablets (1943) 48 Fed. Supp. 878; affirmed in 
142 Fed. (2d) 107; certiorari denied in 323 
U.S. 731. 
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Book Reviews 


Procedure under Section 505 





New Drugs, by Arthur D. Herrick. Revere Publishing Company, 
New York. 319 pages. Price: $4.00. 


Reviewed by William G. Fennell of the New York Bar. 


Mr. Herrick, of the New York Bar, has made a most valuable con- 
tribution to the literature of drug law in this volume. Clearly and inter- 
estingly written, for the lawyer engaged in practice in this field as 
well as for the drug manufacturer, the book fills a distinct need in 
drawing together in one accessible volume the statute law, regulations 
and experience in the field of new drugs. The enactment of Section 505, 
the “new drug” section, of the Federal Food, Drug, and Cosmetic Act 
of 1938, had its impetus in the national tragedy of the Elixir Sulfa- 
nilimide episode in October 1937, as a result of which 93 persons were 
killed, because a manufacturer failed to make proper investigation of 
a new drug preparation before marketing it to the public. The author 
reprints, as Appendix A, the Report to Congress of the Secretary of 
Agriculture regarding this episode. Since the Report is now out of print, 
its reprint in this book makes it readily available to a wider audience. 


The purpose of Congress in enacting Section 505 was to prevent 
such occurrences. In acting upon new drug applications, the Food and 
Drug Administration accordingly is primarily concerned with the safety 
of the new drug. The entire procedure under Section 505 is designed 
to the end that before a new drug is released to the public, it will have 
been proved safe for use under the conditions prescribed for it. The 
author discusses the question of when a drug is “new” and describes 
step by step the preparation of a new drug application, including sup- 
porting medical reports, and other data which must accompany it. One 
outstanding advantage of the book as a reference work is that in addi- 
tion to showing how an “effective” application is obtained the author 
supplies forms of an application, statements as to methods and facilities, 
lists of components, forms of investigatory reports, notice of hearing 
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and an order in refusal proceedings, petition to review upon an order 
of refusal, and findings of facts and conclusions of law, and judgment 
in an appeal to the Federal District Court from a refusal order. A 
valuable chapter deals with the investigational use exemption which 
authorizes, under prescribed conditions, the delivery of a new drug, 
before an application is effective for it, to experts for investigational 
work. Suspension of effective applications by the Administrator is dis- 
cussed in a chapter which is of particular interest, since it sets forth the 
Administration's attitude in exercising the wide discretion given it by 
Section 505(e). Another factor which makes the book valuable as a 
reference work is that the Federal Act and regulations relating to new 
drugs, as well as State Acts and the provisions of the New York City 
Sanitary Code, and the Official Rules of the Council of Pharmacy and 
Chemistry of the American Medical Association, appear as appendices. 


One readily concurs in the statement of Dr. Austin E. Smith, 
Secretary of the Council of Pharmacy and Chemistry of the American 
Medical Association, in his Foreword to the book, that this ‘is a work 
that should be a ‘must’ in the libraries serving drug manufacturing per- 
sonnel, advertising counsel, the pharmacist, and the physician.” It 
remains only to add that it is a “must” also for the lawyer advising 
clients, regarding Section 505 of the Food, Drug, and Cosmetic Act. 


[The End] 
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Judicial, Administrative and Legislative Developments 


Disposal of imported, decomposed wheat . . . A complaint was 
filed against the Collector of the Port of Baltimore for the purpose of 
enjoining the enforcement of his order that a cargo of Canadian wheat, 
which had heretofore provisionally entered into the United States, “must 
be exported, or destroyed, under custom supervision.” The grain had 
been damaged by water in transit, and there was no dispute as to its 
being decomposed due to the water damage. However, agents of the 
owner were allowed to recondition the wheat by drying it, and thus 
prevent further decomposition. Thereafter an informal request was 
made for permission to dispose of the dried wheat for purposes of 
poultry feed. After a hearing held by the Food and Drug Administrator, 
wherein conflicting testimony was presented by the claimant and the 
government with regard to the propriety and safety of the use of such 
dried out grain for the purposes indicated, the request of the claimant 
was denied, and the order of the Collector above set out was entered. 
The claimant contended that the Administrator, in denying the use of 
the grain as poultry feed, was acting in an arbitrary and capricious 
manner. The Court dismissed the complaint. Under Section 801(a) of 
the Federal Food, Drug, and Cosmetic Act, the only right accorded an 
importer at a hearing held pursuant to that section, is to introduce testi- 
mony relevant to whether the samples taken are fairly illustrative of the 
bulk product, and, if so, whether the bulk product is properly importable. 
So long as the evidence presented at the hearing was evenly balanced, 
the Court felt that it could not say that the determination of the Admin- 
istrator was not supported by substantial evidence. Moreover, Section 
801 is an amendment to the prior Act of 1906 with relation to imports. 
Under its authority the Secretary of the Treasury can admit or reject 
articles on the basis of advice of the Federal Security Administrator. 
The section makes no provision for judicial review, and it creates no 
rights as the basis of such review so long as the Secretary acts within 
the scope of his authority. John T. Bowman, Master of S. S. James J. 
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Hill v. Allen T. Retzlaff, Baltimore Station, Food and Drug Administra- 
tion of Federal Security Agency, and George T. Cromwell, Collector of 
Customs, Port of Baltimore. United States District Court of Maryland. 
April 4, 1946. 


Injunctive relief under Federal Food, Drug, and Cosmetic Act. . . 
The government sought an injunction against the defendants for the 
purpose of preventing them from shipping into interstate commerce, 
milk products which were allegedly prepared or held under insanitary 
conditions whereby they might have become contaminated with filth. 
The contention of the defendants that an injunction ought not to be 
granted was overruled by the Court on the ground that under the Fed- 
eral Food, Drug, and Cosmetic Act, the right to injunctive relief is 
specifically authorized, and the government is not required to prove 
irreparable injury or other matters usually prerequisite for such relief. 
There was some question raised as to the meaning of the term “filthy” 
in the Act. The Court declared that the word was to be construed in 
its usual and ordinary sense. United States v. Adler's Creamery, Inc., 
Samuel Adler, Inc., and Samuel Adler. United States District Court, 
Southern District of New York. February 8, 1946. 


Confiscation of a cosmetic containing an uncertified coal-tar color 


. Libels were filed against consignments of eyebrow and eyelash dye, 
which admittedly contained para-phenylene diamine, an uncertified coal- 
tar color. A judgment in the lower Court was entered on the pleadings, 
confiscating the property and ordering its destruction. On appeal, the 
claimant protested the seizure, pointing out that the product was not 
injurious to users under the conditions of use prescribed in the labeling 
thereof. The decision of the lower Court was affirmed. The Court 
said .. .’A cosmetic is deemed adulterated under said Act if it is not 
a hair dye and bears or contains a coal-tar color other than one from 
a batch that has been certified in accordance with regulations providing 
for the listing of coal-tar colors that are harmless for use in cosmetics.” 
The claimant further contended that the Administrator's action in pro- 
mulgating the coal-tar regulations, was wrongful. The Court pointed 
out that where regulations are promulgated pursuant to a hearing held, 
after due notice was published in the Federal Register in accordance 
with the law, such regulations are not open to collateral attack except 
upon constitutional grounds. Moreover, the promulgating authority 
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granted the Administrator is a quasi-legislative power. He is given a 
wide discretion, and his judgment, if based on substantial evidence of 
record and within statutory and constitutional limitations, is controlling, 
even though the reviewing Court might, on the same record, have 
arrived at a different conclusion. James B. Byrd, Intervenor, doing busi- 
ness as Nu-Charme Laboratories v. United States. United States Cir- 
cuit Court of Appeals, Fifth Circuit. March 19, 1946. 


Seizure from private home . . . Defendant purchased a device, 
called a Spectro-Chrome, for the use of himself and his mother for the 
curing of various ills and ailments. The manufacturers of the machine 
represented, through a prospectus, that the machine, through the use of 
various color combinations, could cure or alleviate divers physical ail- 
ments. In a previous proceeding against the manufacturers of the 
machine, the government had obtained a judgment that it was a fraud. 
In the instant proceeding, the government claimed the right to take the 
machine from the home of the private individual, although he had bought 
and paid for it, on the theory that because the machine had been shipped 
in interstate commerce, the government had a right to seize and condemn 
it under the authority of the Federal Food, Drug, and Cosmetic Act. 
The Court denied that right. It said: “. . . On what conceivable basis, 
under our Constitutional guaranties, can the government deny to an 
adult individual the right to believe in and seek to cure himself of 
physical ailments by any means he chooses, so long as the means chosen 
is not inherently dangerous or harmful? I know many people who wear 
charms, including some who carry the lowly potato, to keep disease 
away, and | had always thought they had a right to do this. Incidentally, 
I have no doubt that many get help in this manner . . ."" United States 
v. One Article of Device labeled ‘“Spectro-Chrome” and accompanying 
labeling. William Ray Olson, Claimant. United States District Court 
of Oregon, April 4, 1946. 


Retailer not liable for breach of warranty where no title passes .. . 
The plaintiff was injured while she was shopping in defendant's self- 
service grocery store when a bottle of carbonated beverage exploded 
as she was taking the bottle from its case. She sued to recover dam- 
ages for personal injuries, basing her action wholly on the breach of 
implied warranty as to the fitness of the product for the use intended. 
The upper Court entered a judgment for the defendant. It pointed out 
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that without an actual sale or a contract of sale, an implied warranty 
could not exist. The defendant, by displaying the goods on the counters 
and shelves made only an offer to sell. The acceptance of such an offer 
could be manifested only by bringing the product to the cashier. Until 
the plaintiff indicated her acceptance of the offer by actually bringing 
the article over to the cashier, it was optional with her either to return 
it or to keep it and later become the purchaser. The fact that she had 
taken the bottle from the case would not make it mandatory for her to 
purchase it, or, on the other hand, for the defendant to sell it to her. 
Accordingly, under such circumstances, an action based entirely on a 
breach of implied warranty would have to fail. Lasky et al. v. The 
Economy Grocery Stores. Massachusetts Supreme Judicial Court. Feb- 
ruary 28, 1946. 


Liability of defendant where plaintiff is especially susceptible to 
injury suffered .. . The plaintiff, after partially consuming the contents 
of a bottle of carbonated beverage wherein a dead mouse was unfor- 
tunately present, was seized by vomiting, retching and stomach pains. 
Testimony at the trial indicated that the plaintiff, long prior to the 
incident complained of, was afflicted with stomach trouble manifested by 
symptoms of vomiting, retching and pain. The defendant contended 
that the evidence presented did not establish a causal connection be- 
tween the drinking of the beverage and the vomiting and other condi- 
tions that ensued. In holding the contention untenable, the Court said: 
“. .. a wrong-doer is not permitted to relieve himself from the respon- 
sibility for the consequences of his own act, by showing that the injury 
would have been of less severity if it had been inflicted upon anyone 
else of a large majority of the human family.’ The Court further held 
that, in view of the fact that there was little if any testimony offered 
as to loss of earnings suffered by the plaintiff during his period of 
incapacity, an instruction limiting the plaintiff to nominal damages would 
have been proper if offered. No such instruction was offered by the 
defendant, and the lower Court was correct in charging the jury to the 
effect that plaintiff was limited to recovery of damages as the result of 
the retching and vomiting which occurred directly after he drank the 
beverage although the evidence offered of such damage was meagre. 
Coca Cola Bottling Works, Inc. v. Catron. Maryland Court of Appeals. 
March 15, 1946. 
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Notices of Judgment . . . The Federal Security Agency has issued 
the following Notices of Judgment under the Federal Food, Drug, and 
Cosmetic Act: Foods, Numbers 7701-7900, issued January, 1946; Num- 
bers 7901-7925, issued January, 1946; Numbers 7926-8100, issued 
March, 1946; Numbers 8101-8300, issued April, 1946. Drugs and 
Devices, Numbers 1351-1400, issued April, 1946; Numbers 1401-1450, 
issued May, 1946; Numbers 1451-1500, issued June, 1946. 


Food and Drug Administration personnel . .. Dr. Paul B. Dunbar, 
Commissioner of Food and Drugs, recently announced the appointment 
of Dr. Arnold J. Lehman as Chief of the Division of Pharmacology of 
the Food and Drug Administration. Dr. Lehman fills the position left 
vacant last September by the sudden death of Dr. Herbert O. Calvery. 


Pharmacopoeial Revision Committee personnel ... Mr. L. D. 
Bracken, prominent Seattle, Washington pharmacist, has been elected 
to membership of the Revision Committee of the United States Phar- 
macopeia. Mr. Bracken is President of the American College of 
Apothecaries, and he is also interested in the affairs of the Council on 
Pharmaceutical Association, and the National Boards of Pharmacy. 


Regulations for penicillin-containing drugs amended . . . Regula- 
tions for the certification of batches of penicillin-containing drugs have 
been amended, effective immediately. In addition to other changes, 
three new sections have been added setting forth regulations for peni- 
cillin with vaso-constrictor, penicillin for surface application, and tablets 
alum precipitated penicillin, respectively. 11 Federal Register 3080. 


Eleventh Sheet Supplement to U. S. Pharmacopoeia issued . . . 
The United States Pharmacopeeia Committee of Revision has issued 
the Eleventh Sheet Supplement to the Pharmacopeia, official March 
29, 1946, and enforceable six months from that date. The standards 
for aspidium are changed; the pre-war formula for liniment of soft 
soap in which oil of lavender is the perfume is restored; and the label on 
the container of quinidine sulfate tablets must state whether the source 
of quinidine was natural or produced from quinine. 


Streptomycin . . . Under the terms of Schedule 119 to General 
Allocation Order M-300, recently issued by the Civilian Production 
Administration, producers and importers of streptomycin must submit 
samples of each batch of the drug to the Food and Drug Administration 
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and must have the Administration's approval of each batch before 
making shipment against allocations. 11 Federal Register 1887. 


Disposal of Bal in Oil, Ampule, 10% . . . Lt. General E. B. Gregory, 
Chairman of the Board of Directors of the War Assets Corporation, 
has issued an order authorizing the disposal of Bal in Oil Ampules, pack- 
aged with instructions for a special use as U. S. Army Medical Supply 
List Item No. 1088500, to the original manufacturer, Hynson, Westcott, 
and Dunning, Inc., of Baltimore, Md. The Food and Drug Administra- 
tion reported that this drug is extremely dangerous for civilian use if 
used otherwise than under medical care and should not be distributed 
as presently packaged and labeled. 11 Federal Register 3301. 


Effective date for Cacao Standards further postponed . . . Section 
14.7 of the regulations establishing definitions and standards of identity 
for cacao products, in so far as it requires that milk chocolate contain 
not less than 3.66 per cent by weight of milk fat, and that, in the dairy 
ingredients used, the weight of the nonfat milk solids is not more than 
2.43 times the milk fat therein, has been further postponed until Decem- 
ber 31, 1946 by Acting Federal Security Administrator Collins. 11 
Federal Register 3394. 


Tea Standards . . . Acting Food and Drug Administrator Collins 
announced that the Tea Standards that were fixed and established by 
the Federal Security Administrator on February 17, 1942, will be in 
force and effect from May 1, 1946, until April 30, 1947. 11 Federal 
Register 4446. 


Warning statement on drug dispensed pursuant to prescription . . . 
It is a violation of the Federal Food, Drug, and Cosmetic Act to remove, 
obliterate or destroy a warning statement on packages of Thiouracil, 
even though the drug may be dispensed pursuant to a prescription. 
Trade Correspondence 6-A, February 14, 1946. 


Mineral oil salad dressings . . . Mineral oil is wholly without food 
value, and salad dressings containing it are adulterated under any form 
of labeling. Trade Correspondence 8-A, April 4, 1946. 


Reorganization plan of Federal Trade Commission announced . . . 
The Federal Trade Commission has announced its reorganization plan 
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designed to improve and expedite the Commission's normal operations. 
The plan provides for the annual rotation among the Commissioners 
of general supervision over the Commission's several divisions and inter- 
nal organizations. The Office of Legal Investigations has been estab- 
lished to coordinate and broaden the legal investigational activities of 
the Commission. The Medical Advisory Division has been retained 
as a separate division. A Division of Stipulations has been established. 
The Commission has approved a motion making applicable to the Trial 
Examiners Division and their functions the provisions of S.7, a Bill 
prescribing fair administrative procedure, which was signed by the 
President on June 11, 1946. An Office of the General Counsel has been 
established, and the cooperative phase of the Commission’s work has 
been increased by expanding the functions of the Trade Practice Confer- 
ence Division. Federal Trade Commission Release, February 18, 1946. 


Medicinal preparation for stomach ailments ... Chester D. French, 
trading as Frenco Laboratories, Nogales, Arizona, has been ordered to 
cease and desist from disseminating false advertisements concerning 
the therapeutic properties of preparations he sells under the names of 
Pap-Tabs, Py-O-Ten, and Pap-Tea. He is prohibited from repre- 
senting, among other things, that his preparation, Pap-Tabs, will digest 
food in the stomach, and soothe it; that Py-O-Ten has a healing effect 
on sore or irritated spots in the stomach or intestines; that Pap-Tea will 
have any significant favorable effect upon the digestive system or enable 
a person to indulge in food and drink which otherwise would cause 
distress; and a number of other representations as to the therapeutic 
effect of his preparations. Federal Trade Commission Order to Cease 
and Desist, Dkt. 4885, released March 4, 1946. 


Treatment for rheumatism, arthritis, neuritis, etc. . . . Allen Prod- 
ucts Co., Inc., Washington, D. C., has been ordered to cease and desist 
from disseminating any advertisement which represents that Allen's 
Nijara, or any other of its preparations of substantially similar compo- 
sition or properties, has any therapeutic value in the treatment of rheu- 
matism, arthritis, neuritis, sciatica, gout, lumbago or sinus trouble or 
will provide relief from the pains accompanying such conditions; or 
that it is rich in vitamins or minerals or is a vitamin-mineral concentrate. 
Federal Trade Commission Order to Cease and Desist, Dkt. 5255, 
released March 27, 1946. 
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Anti-gray-hair vitamin . . . Lee Goldstine and Lillian Goldstine, 
trading as Lilee Products Co., Chicago, Illinois, have been ordered to 
cease and desist from disseminating advertisements which represent that 
a medicinal preparation they sell is an anti-gray-hair vitamin and will 
restore the original natural color to gray hair, or any color resembling 
the original natural color. Federal Trade Commission Order to Cease 
and Desist, Dkt. 5281, released May 1, 1946. 


Throat cream . . . Charles of the Ritz Distributors Corp., New 
York, has been ordered to cease and desist from disseminating adver- 
tisements which represent that the use of Charles of the Ritz Throat 
Cream will cause the throat of the user to remain smooth, firm or young 
looking. Federal Trade Commission Order to Cease and Desist, Dkt. 
5293, released March 27, 1946. 


Treatment for psoriasis . .. Bernard Singerman, trading as Pixacol 
Co., Cleveland, Ohio, has been ordered to cease and desist from making 
false representations concerning a medicinal preparation designated Pix- 
acol, advertised as having therapeutic value in the treatment of psoriasis. 
He is also ordered to cease and desist from disseminating any advertise- 
ment which fails to reveal that Pixacol should not be allowed to come 
in contact with the eyes or any mucous membranes of the body and 
that if irritation results from its use on the skin it should be discontinued; 
provided, however, that such advertisement need contain only the state- 
ment “Caution: Use Only as Directed,” if the directions for use on the 
label, or in the labeling, or both, contain warnings to the above effect. 
Federal Trade Commission Order to Cease and Desist, Dkt. 5329, 
released, April 18, 1946. 


Vitamin preparation for the hair . . . The Lane Drug Co., Toledo, 
Ohio, has been ordered to discontinue disseminating advertisements 
that their vitamin preparation, Calcium Pantothenate Tablets is an 
anti-gray hair vitamin which will restore the original natural color to 
gray hair. Other representations prohibited are that the preparation 
will prevent falling hair, will restore vitality and luster to the hair, will 
improve the condition of the scalp or nourish the hair roots, and will 
grow hair on bald heads. Federal Trade Commission Order to Cease 
and Desist, Dkt. 5389, released February 28, 1946. 


“Domestic coffee berry” . . . The Burgess Seed and Plant Co., 
Galesburg, Michigan, has been ordered to cease and desist from dis- 
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seminating false advertisements concerning a species of soy beans which 
it had sold as a ‘domestic coffee berry.’ The respondent must cease and 
desist from disseminating advertisements which represent that the ber- 
ries produced by the bushes grown from the respondent's soy beans 
are coffee berries, domestic or otherwise, or that the beverage brewed 
from such berries will produce the same effect upon the users as coffee, 
or give health or strength. Federal Trade Commission Order to Cease 
and Desist, Dkt. 5406, released May 2, 1946. 


Treatment for tobacco habit ...J. E. Eggers, trading as The Newell 
Co., St. Louis, Missouri, has agreed to discontinue the dissemination 
of advertisements which do not disclose the possible harmful effects of 
an alleged treatment for the tobacco habit designated “Tobacco Re- 
deemer.”” The treatment consists of a combination of drug preparations 
and dietary information. Federal Trade Commission Supplemental 
Stipulation, No. 040, released March 22, 1946. 


Drug containing sulfanilamide ... Fred B. Collier and Dianne I. 
Collier, trading as Nu-Basic Product Co. and as Nu-Basic Chemical 
Product Co., Royal Oak, Michigan, stipulated that in connection with 
the sale of a medicinal preparation known variously as Pso-Ridisal and 
as Sulfa Drug Compound, they will stop disseminating any advertise- 
ments stressing the merits of the drug sulfanilamide unless their product 
contains a sufficient quantity of sulfanilamide to produce the therapeutic 
results attributed to that drug. The respondents further agreed to dis- 
continue representing that their product is a cure or remedy for a number 
of various ailments such as psoriasis, athlete's foot, eczema, etc. Certain 
cautionary warnings must appear in the advertisements relating to the 
preparations unless the advertisements contain the statement ‘Caution: 
Use Only as Directed,’ and the labeling on the preparations sets out 
directions for use incorporating the cautionary warnings. Federal Trade 
Commission Stipulation, No. 03302, released May 2, 1946. 


Remedy for the common cold... C. B. Dozier, trading as W. D. 
Taylor Co., Bessemer, Alabama, and Morris Timbes, doing business 
as Morris Timbes Advertising, Mobile, Ala., stipulated that in connec- 
tion with the sale of Kolex Liquid and Kolex Salve they agree to 
cease disseminating any advertising representing that Kolex Liquid is 
beneficial for preventing or providing any relief for the common cold 
except to the extent that it may assuage coughs accompanying a com- 
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mon cold arising from minor throat irritations, or that Kolex Salve is 
beneficial and provides effective relief for congestions of the throat and 
chest caused by the common cold except to the extent that it may 
assuage discomforts of nasal irritations and congestions. Both respond- 
ents further agreed that they will cease disseminating any advertise- 
ments which fail to reveal that Kolex Liquid, or any preparation of 
similar composition, should not be used when abdominal pain or any 
other sign of appendicitis is present; provided the advertisements need 
contain only the statement: “Caution: Use Only As Directed” if the 
labeling on the preparation contains warnings to the same effect. Fed- 
eral Trade Commission Stipulation, No. 03303, released April 27, 1946. 


“Federal Insecticide, Fungicide, and Rodenticide Act” . . . This 
proposed legislation is intended to replace and expand the protection 
afforded by the present Insecticide Act of 1910. That law is now inade- 
quate, according to the House Committee on Agriculture Report, be- 
cause of the great increase in the number of economic poisons and the 
scope of their usefulness. The Bill embraces rodenticides, herbicides, 
devices, and preparations intended to control other forms of pests, none 
of which are covered by present legislation. Some important provisions 
are: requiring the registration of economic poisons prior to their sale 
or introduction into interstate or foreign commerce; requiring the promi- 
nent display of poison warnings on the labels of highly toxic economic 
poisons; requiring the coloring of dangerous white powdered insecticides 
to prevent their being mistaken for flour, sugar, salt, etc.; requiring that 
caution statements must accompany the economic poison whenever, in the 
judgment of the Secretary, such cautions are necessary to prevent injury, 
and requiring instructions for use which, in the judgment of the Secre- 
tary, are necessary and adequate; a provision declaring economic 
poisons to be misbranded if they are injurious to man, vertebrate ani- 
mals, or vegetation, except weeds, when properly used; and a provision 
authorizing the inspection of books and records showing the delivery, 
movement, and holding of economic poisons and devices. H. R. 5645, 
pending in the United States House of Representatives. 


War Food Administration Bill . . . Seeks to provide for central 
responsibility for the production and distribution of the Nation's food 
by establishing a War Food Administration in the Department of Agri- 
culture. It authorizes the appointment of a War Food Administrator 


Notes and Comment Page 283 











by the President who shall be directly responsible to the President. The 
Administrator will have final and exclusive power over the Nation's 
food program, including the production, processing, distribution, ration- 
ing, procurement, requisitioning, allocation of, priorities, storage, expor- 
tation of, provisions of labor and facilities for, and the establishment, 
maintenance, and adjustment of prices for food and food facilities. H.R. 
5775, pending in the United States House of Representatives. 


“Food Research Act of 1946” . . . The purpose of this legislation, 
as set out in the Bill, is to improve nutritional standards, reduce the 
cost of food distribution, provide a broader outlet for American farm 
products, and promote scientific development of food processing, dis- 
tribution and marketing by establishing a National Food Research In- 
stitute. The policies to be followed in attaining these objectives will 
be (1) improvement of the operation of the private marketing system 
to eliminate waste and inefficiency and thereby to reduce the relative 
cost to the consumer; (2) making available to the food production, 
processing, and distribution industry scientific laboratory and research 
facilities and personnel so that opportunity for scientific research and 
development shall be available on reasonable terms to all members of 
the industry; (3) improvement of dietary and nutritional standards 
through research, processing and marketing improvements and educa- 
tion; (4) development of new and wider markets for American food and 
fiber products, both in the United States and other countries, with a 
view to making it possible for the full production of American farms 
to be disposed of usefully and profitably without resort to subsidies or 
artificial price-support programs. H. R. 5925, pending in the United 


States House of Representatives. 
[The End] 
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